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Listed  below  are  other  Executive  order  implementation  documents  on  file  with 
the  Office  of  the  Federal  Register  which  will  be  published  later: 
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Agency  Date  of  Issue 

Environmental  Protection  Agency . May  31 

Transportation  Department . June  1 


REPORT  ON  OTHER  AGENCIES 

On  June  2.  the  Office  of  Management  and  Budget  will  publish  a  listing  of 
agencies  that  have  determined  their  regulations  are  not  covered  by  the  provisions  of 
the  Executive  Order. 
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[4110-12] 

DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Offic*  of  the  Socrotary 
IMPROVINO  HEW  REGULATIONS 

RatpenM  to  Exocwtivo  Ordor  No.  12044, 
Improving  Govommont  Rogulotions 

AGENCY:  Department  of  Health, 
Education,  and  Welfare. 

ACTION:  Request  for  public  com¬ 
ment. 

SUMMARY:  The  President’s  Execu¬ 
tive  order  on  Improving  Government 
Regulations,  Executive  Order  No. 
12044,  requires  each  applicable  Feder¬ 
al  department  and  agency  to  "review 
its  existing  process  for  developing  reg¬ 
ulations"  and  to  revise  the  process  to 
comply  with  the  Executive  order.  This 
notice  contains  HEW’s  response  to  the 
Executive  order. 

DATE:  Comments  will  be  most  useful 
if  they  are  submitted  by  July  31,  1978. 

ADDRESS:  Comments  on  this  notice 
should  be  sent  to  Frederick  M.  Bohen, 
Executive  Secretary  to  the  Depart¬ 
ment  of  Health,  Education,  and  Wel¬ 
fare,  200  Independence  Avenue  SW., 
Washington,  D.C.  20201. 

Overview 

On  March  23,  1978,  President  Carter 
issued  Executive  Order  12044  directing 
each  government  agency  to  “adopt 
procedures  to  improve  existing  and 
future  regulations,”  and  to  publish 
those  procedures  for  public  comment. 

The  President’s  desire  to  bring  order 
to  the  confusing  and  cumbersome 
world  of  government  regulation,  and 
advance  his  more  general  goal  of 
making  government  more  comprehen¬ 
sible  and  responsible,  translates  into 
three  Executive  order  principles: 

1.  Keep  regulations  simple  and 
clesu*; 

2.  Minimize  the  economic  and  ad¬ 
ministrative  burdens  of  regulations; 

3.  Write  regulations  with  meaning¬ 
ful  citizen  involvement. 

In  September  1977,  HEW  initiated 
Operation  Common  Sense— a  compre¬ 
hensive  program  to  simplify,  shorten, 
and  expedite  the  Department’s  regrula- 
tions  development  process.  Operation 
Common  Sense  anticipated  the  Presi¬ 
dent’s  Executive  order.  It  represents 
two  distinct  management  and  regula¬ 
tory  initiatives: 

1.  A  five-year  effort  to  review  and 
revise  the  more  than  6,000  pages  of 
HEW  regulations  already  on  the 
books;  and 

2.  Revised  procedures  to  facilitate 
faster  writing  of  new  regulations  with 
policy  guidance  and  oversight  by  the 
Secretary  and  agency  heads,  and  with 
more  citizen  participation. 


FEDERAL 


HEW’s  procedures  for  Operation 
Common  Sense  were  published  for 
public  comment  in  the  November  18. 
1977  issue  of  the  Federal  Register. 

When  the  President  issued  Execu¬ 
tive  Order  12044,  HEW  reviewed  Oper¬ 
ation  Common  Sense  for  its  consisten¬ 
cy  with  the  President’s  directives. 

’This  Notice  responds  to  the  Presi¬ 
dent’s  Executive  order,  section  by  sec¬ 
tion,  and: 

1.  Reviews  those  provisions  of  Oper- 
ation  Common  Sense  that  HEW  be¬ 
lieves  are  fulfilling  the  Order’s  re¬ 
quirements; 

2.  Indicates  how  the  Department 
will  modify  or  augment  Operation 
Common  Sense  to  comply  with  the  Ex¬ 
ecutive  order; 

3.  Provides  a  progress  report  on 
actual  results  under  Operation 
Common  Sense; 

4.  Provides  public  notice  of  all  regu¬ 
lations  now  being  written  or  rewritten 
by  the  Department. 

In  addition,  the  Department  is  pub¬ 
lishing  a  description  of  regulations 
procedures  for  the  Food  and  Drug  Ad¬ 
ministration.  Because  of  the  volume 
and  highly  technical  nature  of  FDA 
regulations,  the  Commissioner  of  Food 
and  Drugs  has  had  delegated  authori¬ 
ty  to  issue  regulations  since  1971  but 
has  implemented  Operation  Common 
Sense  under  the  overall  guidance  of 
the  Secretary. 

Dated:  May  19, 1978. 

Joseph  A.  Califano,  Jr., 
Secretary. 

I.  Requirements  of  the  President’s 
Executive  Policy 

A.  POLICY 

President  Carter’s  Executive  Order 
states  that  "regulations  should  be  as 
simple  and  clear  as  possible.”  The  Ex¬ 
ecutive  Order  further  requires  that 
each  agency  establish  executive  man¬ 
agement  procedures  to  reduce  regula¬ 
tory  burdens  by  insuring  that: 

1.  The  need  for  and  purposes  of  each 
regulatory  initiative  are  scrutinized. 

2.  Heads  of  agencies  provide  effec¬ 
tive  oversight. 

3.  There  be  early  and  meaningful  in¬ 
tergovernmental  and  public  participa¬ 
tion. 

4.  Policy  alternatives  are  carefully 
considered  before  final  decisions  are 
made. 

5.  Paperwork  costs  and  other  bur¬ 
dens  on  the  public  are  minimized. 

HEW  believes  the  Department-wide 
procedures  for  developing  regulations 
under  Operation  Common  Sense  meet 
or  exceed  most  Executive  Order  re¬ 
quirements.  Since  September  1977,  the 
Department  has  followed  these  proce¬ 
dures  in  developing  new  regulations: 

1.  Each  agency  within  the  Depart¬ 
ment  must  submit  a  proposal  to  regu¬ 
late  to  the  Secretary  within  45  days 
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after  a  "triggering”  event  (enactment 
of  new  laws,  court  orders.  Presidential 
or  Secretarial  policy  decisions). 

A  regulation  proposal  is  prepared  for 
every  regulation  initiative  an  agency 
intends  to  undertake.  * 

2.  Each  regulation  proposal  submit¬ 
ted  by  the  initiating  office  or  agency 
must  contain  the  following  informa¬ 
tion: 

(a)  The  agency’s  view  of  the  need  to 
regulate. 

(b)  The  social  and  policy  significance 
of  the  regulations  (that  is,  “technical,” 
“policy  significant,”  or  “major”). 

(c)  The  schedule  for  drafting  the 
regulation,  including  pro\isions  for  se¬ 
curing  early  Secretarial  guidance 
through  issue  papers  and/or  meetings. 

(d)  The  name  of  the  person  responsi¬ 
ble  for  drafting  the  relation. 

(e)  A  public  participation  plan  tai¬ 
lored  specifically  to  the  significance  of 
the  relations  being  proposed,  and  to 
audiences  potentially  affected  by  the 
regulation. 

(f)  An  early  statement  of  the  possi¬ 
ble  views  of  various  segments  of  the 
public  regarding  policies  to  be  con¬ 
tained  in  the  regulation. 

(g)  The  agency’s  plan  to  coordinate 
regulation  drafting  among  various  of¬ 
fices  within  HF'V  and  with  other 
agencies  where  relevant. 

3.  Regulation  proposals  are  screened 
by  standing  Department  regulations 
panels  for  each  of  HEW’s  major  oper¬ 
ating  components  composed  of  key 
Secretarial  appointees  representing 
each  of  his  Assistant  Secretaries 
(Planning  and  Evaluation,  Manage¬ 
ment  and  Budget,  Legislation,  Public 
Affairs,  Office  of  the  General  Counsel, 
Office  for  Civil  Rights,  and  the 
Deputy  Under  Secretary  for  Intergo- 
vemental  Affairs).  Regulations  panels 
review  each  proposal  to  insure  that: 

(a)  Regulations  proceed  to  develop¬ 
ment  only  when  they  are  necessary. 

(b)  The  schedule  and  inter-office  co¬ 
ordination  proposed  by  the  initiating 
agency  is  timely  and  adequate. 

(c)  Issues  needing  guidance  and/or 
early  resolution  by  the  Secretary  are 
surfaced  in  a  timely  and  appropriate 
manner  for  his  review  before  drafting 
begins. 

(d)  Plans  for  involving  the  public  in 
the  development  of  regulation  policies 
are  complete  and  appropriate. 

4.  The  Secretary  receives  a  summary 
of  every  meeting  of  these  Department¬ 
wide  regulations  panels  which,  inci¬ 
dentally,  are  chaired  by  top  managers 
of  his  Executive  Secretariat.  Through 
this  early  and  close  involvement,  the 
Secretary  selectively  shapes  regula¬ 
tions  drafting  and  policy  setting  on  a 
case-by-case  basis. 

5.  Once  approved  for  development, 
regulations  are  monitored  by  the  Ex¬ 
ecutive  Secretary  to  the  Department 
and  his  staff  to  insure  that  scheduling 
commitments  are  met  and  that 
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planned  coordination  takes  place 
within  and  outside  the  Department. 
The  Assistant  Secretary  for  Public  Af¬ 
fairs  help  agencies  implement  their 
public  participation  plans.  The  Gener¬ 
al  Counsel  is  responsible  for  insuring 
that  the  regulations  are  written  in 
clear  Ekiglish,  that  they  are  legally 
sufficient,  and  that  policy  options  at 
every  step  of  the  process  are  fully  de¬ 
veloped  and  analyzed. 

Since  September  1977,  more  than 
300  regulatory  initiatives  have  been  re¬ 
viewed  under  Operation  Common 
Sense  procedures.  As  a  result  of  Oper¬ 
ation  Common  Sense: 

1.  83  planned  regulations  have  been 
scrapped  as  unneeded. 

2.  121  regulations  stalled  in  the  De¬ 
partment  for  as  long  as  three  years 
have  been  published.  Clear  regulations 
which  attempt  to  reduce  burdens  have 
been  drafted  and  published.  For  exam¬ 
ple,  niral  health  clinic  regulations 
under  the  Medicaid  and  Medicare  pro¬ 
grams.  (43  PR  5373,  February  8,  1978; 
43  FR  8258,  March  1,  1978;  and  43  FR 
13860,  March  31, 1978). 

3.  Regulations  implementing  new 
and  important  laws  have  been  devel¬ 
oped  and  published  on  a  timely  basis 
(Medicaid/Medicare  Anti-Fraud  and 
Abuse  Amendments  of  1977,  Rural 
Health  Clinic  Services  Act  of  1977, 
Social  Security  Amendments  of  1977). 

B.  REFORM  OF  THE  PROCESS  FOR 

DEVELOPING  SIGNIFICANT  REGULATIONS 

1.  Semi-Annual  Agenda  of  Regula¬ 
tions.— The  Executive  Order  requires 
that  each  Department  publish  a  semi¬ 
annual  agenda  of  significant  regula¬ 
tions  being  developed.  HEW  plans  to 
supplement  its  current  procedures  for 
notifying  the  public  of  regulatory  ini¬ 
tiatives  in  order  to  fulfill  more  com¬ 
pletely  the  intent  of  the  semi-annual 
agenda  by. 

(a)  Publishing  in  this  Notice  a  cod*- 
plete,  one  time  list  of  all  new  regula¬ 
tions  currently  being  developed  and  a 
list  of  existing  regulations  that  are 
being  reviewed  and  revised. 

(b)  Continuing  to  publish  Notices  of 
Decision  to  Regulate  for  every  regula¬ 
tory  initiative  approved  by  the  Secre¬ 
tary.  These  Notices  inform  the  public 
immediately  that  a  regulation  will  be 
developed,  or  an  existing  regulation 
will  be  reviewed  and  rewritten.  The 
public  is  invited  to  contact  that  indi¬ 
vidual  identified  in  these  by  telephone 
or  mail  to  request  information,  pro¬ 
vide  comment  or  guidance,  or  be 
placed  on  a  mailing  list  to  receive  addi¬ 
tional  materials. 

(c)  Publishing  a  quarterly  compendi¬ 
um  of  all  regulatory  actions  taken  by 
the  Department  in  the  preceding  3 
months  (Notices  of  Decision  to  Regu¬ 
late,  Advance  Notice  of  Proposed  Ru¬ 
lemaking.  Proposed  and  Final  Regula¬ 
tions). 

HEW  believes  these  procedures  will 
provide  the  public  with  accurate  and 
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timely  information  about  its  regula¬ 
tory  activities. 

2.  Agency  Head  Oversight— The 
President’s  Executive  Order  requires 
that  each  agency  head  review  and  ap¬ 
prove  plans  for  the  development  of 
significant  regulations.  Under  Oper¬ 
ation  Common  Sense,  as  noted  earlier, 
the  Secretary  of  HEW  reviews  plans 
for  every  regulation  proposed  by  the 
agencies  within  the  Department, 
except  for  FDA.  Regulations  do  not 
proceed  to  development  without  Secre¬ 
tarial  approval.  This  approval  is  based 
on  review  of  the  regulations  proposal 
by  Department-wide  Regulations 
Panel,  which  focuses  on  the  issues  to 
be  addressed  by  the  regulation,  wheth¬ 
er  further  development  of  alternatives 
will  be  undertaken  for  early  Secretari¬ 
al  guidance  or  resolution,  the  need  for 
and  methods  for  achieving  public  par¬ 
ticipation,  and  the  schedule  for  regula¬ 
tion  writing. 

3.  Opportunity  for  Public  Participa¬ 
tion.— The  Executive  Order  requires 
that  each  agency  develop  procedures 
to  ensure  that  the  public  is  given  early 
and  meaningful  opportunity  to  partici¬ 
pate  in  the  development  of  regula¬ 
tions. 

Under  Operation  Common  Sense, 
the  Department  has  su;hieved  or  ex¬ 
ceeded  Executive  Order  requirements 
for  public  involvement,  and  continues 
to  explore  new  ways  of  strengthening 
its  outreach  efforts.  Since  September, 
every  agency  within  the  Department 
has  been,  at  a  minimum; 

(a)  Publishing  in  the  Federal  Regis¬ 
ter  an  early  notice  to  the  public  that  a 
new  regulation  is  being  developed  (No¬ 
tices  of  Decision  to  Develop  Regula¬ 
tions).  In  the  future,  the  Department 
will  also  indicate  in  these  notices 
whether  it  has  classified  the  initiative 
as  “major”,  “policy  significant”  or 
“technical.” 

(b)  Publishing  an  Advance  Notice  of 
Proposed  Rulemaking  for  every  regu¬ 
lation  classified  as  “major”  and  for 
many  classified  as  “policy  significant.” 

(c)  Holding  public  hearings  and  open 
conferences  for  all  “major”  and  most 
“policy  significant”  regulatory  initia¬ 
tives. 

(d)  Using  general  and  special  mailing 
lists  to  contact  and  inform  individuals 
and  groups  regarding  regulations  that 
are  of  particular  interest  (as  a  supple¬ 
ment  to  publication  in  the  Federal 
Register). 

(e)  Contacting  interested  parties  di¬ 
rectly  and  inviting  them  to  meet  with 
policy  officials. 

(f)  Providing  for  a  minimum  of  60 
days  for  public  comment  on  each 
“major”  and  many  “policy  significant” 
regulations.  Even  for  regulations  clas¬ 
sified  as  “technical”  and  without 
policy  significance,  the  Department 
routinely  maintains  a  mlnimiim  of  45 
days  for  public  comment  and  allows 
shorter  time  periods  only  in  extraordi¬ 


nary  circumstances  (e.g.,  statutory 
mandate). 

4.  Approval  of  Significant  Regula¬ 
tions.— The  Executive  Order  requires 
that  the  heads  of  each  agency  or  des¬ 
ignated  official  of  statutory  responsi¬ 
bility  approve  significant  regulations 
before  they  are  published  for  com¬ 
ment  in  the  Federal  Register.  The 
Secretary  or  the  Under  Secretary  of 
this  Department  (or  the  Commissioner 
in  the  case  of  the  Food  and  Drug  Ad¬ 
ministration)  review  and  approve 
every  regulation.  Approval  is  based  on 
all  criteria  enumerated  in  the  Execu¬ 
tive  Order.  Specifically: 

(a)  Early  Secretarial  screening  pre¬ 
vents  any  regulation  for  which  a  need 
has  not  been  established  from  being 
developed  beyond  the  proposal  stage. 

(b)  The  direct  and  indirect  effects  of 
the  regulation  are  studied  and  are  fre¬ 
quently  the  focus  of  memoranda 
which  cover  each  regulation  presented 
to  the  Secretary  for  review. 

(c)  Consideration  of  alternative  ap¬ 
proaches  for  all  “major”  regulations 
and  many  “policy  significant”  regula¬ 
tions  are  raised  to  the  Secretary  for 
decision  through  issue  papers  and/or 
meetings  early  in  the  regulation  devel¬ 
opment  process. 

(d)  Public  comments  are  summarized 
for  every  regulation,  and  the  Depart¬ 
ment’s  summary  and  response  to  the 
comments  are  a  part  of  the  preamble 
for  every  final  regulation. 

(e)  The  regulation  is  reviewed  for 
clarity  and  simplicity  by  the  Deputy 
General  Counsel  for  Regulation 
Review. 

(f)  Every  effort  has  been  made  to 
hold  down  reporting  and  recordkeep¬ 
ing  requirements  and  to  assure,  wher¬ 
ever  possible,  that  such  requirements 
are  consolidated  to  avoid  conflicting  or 
duplicative  burdens. 

(g)  Every  regulation  approved  by  the 
Secretary  and  published  in  the  Feder¬ 
al  Register  contains  the  name,  ad¬ 
dress,  and  telephone  number  of  a  con¬ 
tact  Individual  within  the  Department. 

(h)  Each  of  HEW’s  regulations  now 
on  the  books  (6,000  pages  of  the  CFR) 
will  be  reviewed  within  the  next  5 
years  as  part  of  Operation  Common 
Sense’s  review  of  existing  regulations. 

5.  Criteria  for  determining  signifi¬ 
cant  regulations.— The  Executive 
Order  directs  each  agency  to  develop 
criteria  by  which  regulations  will  be 
evaluated  for  their  significance.  Under 
Operation  Common  Sense,  HEW  has 
implemented  a  regulation  classifica¬ 
tion  system  with  three  categories: 

(a)  “Major”— Those  regulations 
issued  by  the  Department  that  will 
have  considerable  economic  or  policy 
impact  on  a  broad  cross-section  of  the 
public,  and  for  which  the  Department 
has  considerable  discretion  under  law 
to  decide  what  policies  the  regulation 
will  contain.  The  regulation  imple¬ 
menting  section  504  of  the  Rehabilita- 
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tion  Act  of  1973.  prohibiting  discrimi¬ 
nation  against  handicapped  individ¬ 
uals,  is  an  excellent  illiostration  of  this 
type  of  regulation. 

(b)  "Policy  significant’’— Those  regu¬ 
lations  affect  one  segment  of  the  pop¬ 
ulation.  an  important  category  of  in¬ 
stitutions,  such  as  hospitals,  schools, 
or  nursing  homes.  Also,  the  Depart¬ 
ment  has  latitude  under  law  to  consid¬ 
er  alternative  approaches  to  regulat¬ 
ing. 

(c)  “Technical’’— ’Those  regulations 
that  reflect  no  policy  change,  affect 
small  numbers  of  institutions  or  indi¬ 
viduals,  cause  no  measiurable  economic 
impact,  or  involve  narrow  changes  in 
an  existing  regulation.  In  most  cases, 
technical  regulations  implement  laws 
that  are  very  detained  and  specific, 
and  for  which  the  Department  has  no 
authority  to  consider  alternative  poli¬ 
cies. 

When  an  agency  develops  its  regula¬ 
tion  proposal,  it  makes  a  recommenda¬ 
tion  as  to  the  category  under  which 
the  initiative  will  be  placed.  The  agen¬ 
cy’s  classification  proposal  is  reviewed 
by  the  relevant  regulations  panel  and 
ultimately  by  the  Secretary.  Once 
agreement  is  reached  on  classification, 
the  development  process  begins: 

(a)  Major— When  a  regulation  is 
classified  as  "major,’’  the  Department 
automatically: 

(1)  Undertakes  a  comprehensive 
study  of  alternative  policy  approaches, 
including  determination  of  the  need 
for  a  formal  regulatory  analysis  (as  de¬ 
scribed  in  the  next  section  of  this 
Notice); 

(2)  Undertakes  an  aggressive  "out 
reach’’  effort  to  ensure  meaningful 
public  participation  in  the  decision¬ 
making  process.  For  major  regula¬ 
tions,  public  participation  activities 
typically  include,  at  a  minimiun:  The 
publication  in  the  Federal  Register  of 
an  Advance  Notice  of  Proposed  Rule- 
making  (in  addition  to  a  Notice  of  Pro¬ 
posed  Rulemaking);  extended  com¬ 
ment  'periods  at  every  stage  of  the 
process  (a  minimum  of  60  days);  public 
hearings  and  open  meetings;  and  spe¬ 
cial  mailings  to  interested  individuals, 
organizations,  and  media; 

(3)  Presents  for  review  by  the  Secre¬ 
tary  the  results  of  studies  and  public 
views  on  alternative  regulatory  ap¬ 
proaches; 

(4)  Designates  policy-level  appointee 
to  manage  the  regulation  drafting 
process  and  to  serve  as  the  Secretary’s 
personal  contact  point  with  the  public 
and  other  agencies. 

(b)  Policy  Significant— When  a  regu¬ 
lation  is  classified  as  "policy  signifi¬ 
cant.’’  the  Department  will  tailor,  on  a 
case-by-case  basis,  public  participation 
activities,  and  study  of  alternative  ap¬ 
proaches.  At  a  minimum,  each  agency 
in  the  Department  will:  Identify  policy 
alternatives  and  the  strengths  and 
weaknesses  of  each  alternative.  Public 


participation  in  this  process  will  be 
sought  through  Notices  of  Proposed 
Rulemaking  (and  in  some  cases,  an  ad¬ 
ditional  Advance  Notice);  meaningful 
time  for  public  comment;  convening 
public  hearings  and  open  meetings; 
and  getting  information  to  interested 
individuals  and  groups,  through  spe¬ 
cial  mailings. 

As  in  the  case  of  major  regulations, 
the  Secretary  will  choose  among 
policy  alternatives  only  after  careful 
analysis  of  agency  and  public  views. 

(c)  Technical— When  a  regulation  is 
classified  as  “technical,”  HEW  proce¬ 
dures  anticipate  that  it  will  be  written 
within  90  days  after  initiation.  On  all 
technical  rules,  a  Notice  of  Proposed 
Rulemaking  is  published  in  the  I^er- 
AL  Register  to  ensure  that  the  Depart¬ 
ment’s  initial  view  that  no  policy  alter¬ 
natives  are  available  for  consideration, 
is  open  to  public  comment  and  possi¬ 
ble  dissent. 

C.  REGULATORY  ANALYSIS 

The  President’s  Executive  Order  re¬ 
quires  each  agency  to  establish  criteria 
for  analysis  of  the  potential  economic 
consequences  of  regulations  with  sig¬ 
nificant  policy  implications  before 
they  are  issued.  The  Order  also  re¬ 
quires  agencies  to  have  effective  meth¬ 
ods  for  obtaining  public  comment  on 
such  economic  consequences. 

1.  Procedures.— IXEVJ  must  expand 
Operation  Common  Sense  to  comply 
with  the  Regulatory. Analysis  require¬ 
ments  of  the  President’s  Executive 
Order.  Specifically: 

(a)  HEW  procedures  will  be  amended 
to  require  agencies  proposing  regula¬ 
tory  initiatives  they  believe  to  be 
"major”  or  "policy  significant”  to: 

Assess  the  need  for  a  Regulatory 
Analysis,  using  analytic  criteria  devel¬ 
oped  by  the  Assistant  Secretary  for 
Planning  and  Evaluation  and  ap¬ 
proved  by  the  Secretary.  (Draft  ana¬ 
lytic  criteria  for  Regulatory  Analysis 
are  presented  for  public  comment  in 
the  next  part  of  this  section.); 

Recommend  as  an  explicit  aspect  of 
the  agency’s  regulations  proposal, 
whether  or  not  the  agency  plar,s  to 
conduct  or  not  conduct  an  analysis; 

Include  criteria  that  served  as  the 
bases  for  the  recommendation;  and 

Provide  such  supporting  material  or 
information  demonstrating  potential 
economic  consequences  that  support 
or  refute  the  need  for  a  Regulatory 
Analysis. 

(b)  The  Secretary  (or  the  Commis¬ 
sioner  of  FDA)  will  finally  decide 
whether  a  Regulatory  Analysis  will  be 
conducted.  Affirmative  decisions,  with 
supporting  information,  will  be  includ¬ 
ed  in  all  Notices  of  Decision  to  Regu¬ 
late  for  "policy  significant”  and 
“major”  regulations. 

(c)  Regulatory  Analyses  will  be  de¬ 
veloped  by  the  agency  writing  the  reg¬ 


ulation,  under  the  guidance  of  the  As¬ 
sistant  Secretary  for  Planning  and 
Evaluation. 

(d)  The  outcome  of  Regulatory 
Analyses  will  be  summarized  in  the 
Notice  of  Proposed  Rulemaking.  Regu¬ 
latory  Analyses  will  be  available  for 
public  comment,  and  information  on 
how  to  obtain  analyses  will  be  includ¬ 
ed  also  in  the  proposed  rules. 

(e)  Based  upon  public  comment,  the 
Regulatory  Analysis  will  be  revised  to 
accompany  the  Final  Regulation. 

2.  Criteria  for  Regulatory  Analyses.— 
The  Assistant  Secretary  for  Planning 
and  Evaluation  has  developed  the  fol¬ 
lowing  draft  criteria  for  defining 
“major  economic  consequences,”  and 
hence  determining  the  need  for  con¬ 
ducting  regulatory  analyses: 

(a)  National  Cost  or  Price— An  anal¬ 
ysis  will  be  conducted  if  a  regulation 
causes  increase  in  total  cost  or  price  of 
goods  or  serv’ices  to  the  national  econ¬ 
omy  of  $100  million  in  any  one  year. 

(b)  Sector  Cost  or  Price— An  analysis 
will  be  conducted  if  a  regulation 
causes  an  increase  in  cost  or  price  of 
goods  or  services  of  10  percent  in  any 
one  year  in  any  industry  or  market, 
level  of  government,  or  geographic 
region;  provided  that  the  increase  in 
cost  or  price  of  goods  or  services  so  af¬ 
fected  exceeds  $10  million  annually. 

(c)  Other— The  regulation  has  been 
selected  by  the  Secretary  for  volun¬ 
tary  regulatory  analysis  because  of  the 
sensitivity,  significance,  and  potential 
controversy  of  the  subject. 

3.  Content  of  Regulatory  Analyses.— 
Most  Department  Regulatory  Analy¬ 
ses  will  contain: 

(a)  A  succinct  statement  of  the  prob¬ 
lem  that  necessitates  Federal  action; 

(b)  A  description  of  the  major  alter¬ 
native  ways  of  dealing  with  the  prob¬ 
lem  that  is  being  considered  by  the 
agency.  These  alternatives  will  typical¬ 
ly  include: 

(1)  Alternative  types  of  regulations 
such  as  procedural  requirements 
versus  "performance”  or  outcome  re¬ 
quirements: 

(2)  Alternative  levels  of  strictness  in 
requirements,  possibly  tailored  to  type 
or  size  of  service  providers; 

(3)  Alternative  timing  for  imposing 
requirements; 

(4)  Alternative  methods  of  insuring 
compliance,  including  economic  incen¬ 
tives  and  various  enforcement  proce¬ 
dures. 

(c)  An  analysis  of  the  economic  con¬ 
sequences  (direct  as  well  as  indirect)  of 
each  regulatory  alternative.  WTienever 
possible,  economic  consequences  will 
be  presented  in  comparative  form  to 
sharpen  the  issues  and  provide  a  clear 
basis  for  choice  among  alternatives. 
Economic  consequences  will  typically 
include: 

(1)  Specific  goals  of  each  alternative 
including  type  and  degree  of  economic, 
administrative,  and  reporting  impact; 
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(2)  Specific  gains  anticipated  from 
each  alternative; 

(3)  Overall  economic  impacts  of  each 
alternative,  including  effect  on  pro¬ 
ductivity,  prices  and  employment. 

(d)  A  detailed  explanation  of  the 
reasons  for  choosing  the  preferred  reg¬ 
ulatory  alternative  over  all  others, 
with  answers  to  such  questions  as: 

(1)  Will  the  selected  alternative  pro¬ 
duce  the  intended  results  in  the  least 
burdensome  manner  possible?  If  not, 
why  is  this  the  preferred  alternative? 

(2)  Why  isn’t  the  action  more  strict 
or  less  strict?  What  policy  trade-offs 
does  the  selected  alternative  reflect? 

D.  REVIEW  OF  EXISTING  REGULATIONS 

The  Executive  Order  requires  that 
each  agency  develop  procedures  to 
review  regulations  already  on  the 
books  and  to  apply  the  same  criteria 
used  in  developing  new  regulations  to 
determine  whether  existing  regula¬ 
tions  should  be  retained,  revoked  or 
modified.  _ 

As  indicated  above,  HEW  began  a 
comprehensive  review  of  existing  De¬ 
partmental  regulations  in  September 
1977.  This  initiative  contemplates 
analysis,  revision  and  elimination, 
wherever  possible,  of  about  6,000 
pages  of  Departmental  rules  in  the 
Code  of  Federal  Regulations. 

The  goals  of  reviewing  and  rewriting 
existing  regulations  under  Operation 
Common  Sense  and  the  criteria  for  se¬ 
lecting  regulations  are: 

1.  To  eliminate  regrulations  that  are 
unnecessary,  outdated  or  ineffectual; 

2.  To  rewrite  regulations  so  that 
they  are  as  straightforward,  under¬ 
standable  and  clear  as  possible; 

3.  To  remove  unproductive,  burden¬ 
some  requirements; 

4.  To  revise  regulatioris  on  the  basis 
of  experience  since  their  issuance;  and 

5.  To  better  organize  and  consolidate 
regulations. 

To  realize  these  goals,  each  major 
operating  component  of  HEW  has  sub¬ 
mitted  a  plan  to  review  and  revise  all 
existing  regulations.  The  plans  con¬ 
tain: 

1.  An  agenda  and  more  detailed 
schedules  for  reviewing  regulations, 
for  identifying  those  in  need  of  revi¬ 
sion  and  assigning  priorities  for  revi¬ 
sion; 

2.  A  selection  of  priority  regulations 
to  be  revised.  (This  notice  contains  a 
list  of  regulations  now  being  reviewed 
and  revised  by  each  agency.) 

3.  The  person  responsible  within 
each  agency  for  review  and  revision  of 
existing  regulations; 

4.  A  schedule  for  completing  interim 
steps  in  the  rewriting  process  (for  ex¬ 
ample.  the  Department  intends  to 
eliminate  all  regulations  for  defunct 
programs  within  one  year); 

5.  Methods  to  involve  the  public  in 
selecting  regulations  for  review  and  re¬ 
vision  and  in  the  actual  changing  of 
regulations;  and 


6.  The  designation  of  one  regulation 
to  be  a  “test  model”  for  the  review  and 
rewriting  procedure. 

In  launching  Operation  Common 
Sense  in  September  1977,  Secretary 
Calif ano  invited  the  public  to  assist 
the  Department  in  identifying  existing 
regulation  most  in  need  of  revision. 
Over  800  comments  from  the  public 
have  been  received  and  are  being  fol¬ 
lowed  up  by  the  Department. 

Once  a  decision  is  made  that  an  ex¬ 
isting  regulation  will  be  reviewed  and 
rewritten,  the  responsible  agency  must 
follow  Operation  Common  Sense  pro¬ 
cedures  that  apply  to  the  development 
of  new  regulations  that  are  outlined 
above  and  repeated  here: 

1.  The  agency  must  submit  a  regula¬ 
tion  proposal  to  the  Secretary  describ¬ 
ing  the  need  for  continuing  to  have  a 
regulation  and  the  goals  of  reviewing 
and  rewriting  the  regulation  (clarity, 
policy  revision,  burden  reduction,  con¬ 
solidation.  etc.). 

2.  The  Secretary  approves  both  the 
goals  and  schedule  for  review  and  revi¬ 
sion  of  existing  regulation. 

3.  The  public  is  informed  early  of 
the  Department’s  decision  to  review 
and  revise  existing  regulations 
through  publication  in  the  Federal 
Register  of  a  Notice  of  Decision  to 
Regulate. 

4.  Through  the  Notice  of  Decision  to 
Regulate,  the  public  is  invited  to  assist 
the  Department  and  may  contact  the 
individual  listed  in  the  Notice  to  pro¬ 
vide  or  receive  information  on  the  reg¬ 
ulation  undergoing  review. 

This  Notice  contains  a  list  of  exist¬ 
ing  regulations  that  are  now  being  re¬ 
viewed  and  revised  by  the  Depart¬ 
ment. 

Agency  plans  for  the  review  and  re¬ 
vision  of  all  other  regulations  are 
available  to  the  public  on  request. 

After  six  months,  the  Department’s 
review  and  revision  of  existing  regula¬ 
tions  has  achieved: 

1.  The  removal  of  more  than  3C0  ob¬ 
solete  pages  from  the  Code  of  Federal 
Regulations,  an  initial  5  percent  reduc¬ 
tion  in  existing  rules; 

2.  The  publication  of  six  "model  reg¬ 
ulations”  of  brevity  and  clarity; 

(a)  General  rules  on  what  evidence  is 
needed  to  prove  a  person  is  eligible  for 
old-age,  disability,  dependents’  or  sur¬ 
vivors’  benefits  under  the  Social  Secu¬ 
rity  Act  (42  FR  64910,  December  29, 

1977) ; 

(b)  Sterilization  regulations  (42  FR 
62718,  December  13, 1977); 

(c)  Runaway  Youth  Grant  Program 
regulations  (42  FR  7600,  February  23, 

1978) ; 

(d)  Rules  specifying  the  use  of  Voca¬ 
tional  Factors  (age,  education,  and 
work  experience)  to  determine  eligibil¬ 
ity  for  Social  Security  and  Supplemen¬ 
tal  Security  Income  Disability  Pay¬ 
ments  (42  FR  9284,  March  7, 1978); 

(e)  Rules  regarding  State  residence 
requirements  under  the  Medicaid  pro¬ 


gram  (scheduled  for  Federal  Register 
publication  at  the  end  of  May  1978); 

(f)  Regulations  for  the  Basic  Educa¬ 
tional  Opportimity  Grant  Program  (43 
FR  20922,  May  15,  1978). 

II.  Regulation  Procedures  of  the 
Food  and  Drug  Administration 

A.  POLICY 

The  Food  and  Drug  Administration 
has  developed  a  regulation  develop¬ 
ment  process  with  the  following  ele¬ 
ments: 

1.  Use  of  clear  English. 

2.  Consistency  with  current  agency 
policy  and  complete  and  accurate  pres¬ 
entation  of  that  policy. 

3.  Evaluation  of  all  reasonable  alter¬ 
native  approaches. 

4.  Assessment  of  the  compliance  bur¬ 
dens  being  imposed  by  a  regulation. 

5.  Concurrent  development  of  close¬ 
ly  related  regulations. 

6.  Coordination  between  the  FDA 
and  other  Federal  agencies  particular¬ 
ly  in  the  Interagency  Regulatory  Liai¬ 
son  Group  (the  Environmental  Protec¬ 
tion  Agency,  the  Occupational  Safety 
and  Health  Administration,  and  the 
Consumer  Product  Safety  Commis¬ 
sion.  in  addition  to  FDA)  with  respect 
to  development  of  policy  significant 
regulations. 

7.  Full  opportunity  for  public  par¬ 
ticipation. 

8.  Responsiveness  to  public  com¬ 
ments. 

9.  Development  of  an  adequate  eval¬ 
uation  plan  for  the  regulation. 

B.  procedures 

1.  The  Food  and  Drug  Administra¬ 
tion  prepares  an  annual  regulations 
plan  which  provides  for  each  regula¬ 
tory  initiative,  an  estimate  of  the 
agency  resources  required  and  identi¬ 
fies  the  persons  and  organizational 
units  responsible  for  developing  the 
regulation. 

2.  Except  where  the  Commissioner 
establishes  priorities  for  particular 
regulations,  each  of  the  agency’s  six 
bureaus  sets  its  o^m  priorities. 

3.  For  every  regulation  identified  in 
the  annual  plan  as  “significant,”  (cri¬ 
teria  for  classifying  regulations  as  sig¬ 
nificant  are  described  in  the  next  sec¬ 
tion),  the  responsible  bureau  prepares 
for  the  Commissioner’s  review  a  Strat¬ 
egy  Document  which  contains: 

(a)  A  statement  of  the  problems  to 
which  the  proposed  regulation  is  to  be 
responsive; 

(b)  A  summary  of  possible  courses  of 
action  or  policy  alternatives; 

(c)  An  assessment  of  foreseeable  eco¬ 
nomic  and  societal  impacts; 

(d)  A  plan  for  public  participation  in 
the  rulemaking  process; 

(e)  The  need  for,  and  strategy  to  ac¬ 
complish  coordination  within  FDA, 
and  with  local.  State  and  other  Feder¬ 
al  agencies; 
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(f)  The  schedule  for  developing  reg¬ 
ulations; 

(g)  The  name,  address  and  phone 
number  of  the  person  responsible  for 
regulation  development. 

4.  No  agency  resources  may  be  ex¬ 
pended  on  drafting  significant  regula¬ 
tions  until  the  Commissioner  has  ap¬ 
proved  the  Strategy  Document  autho¬ 
rizing  the  regulation. 

5.  Depending  upon  the  technical 
knowledge  available  to  determine  poli¬ 
cies,  the  agency  will  either: 

(a)  Move  directly  to  the  development 
and  publication  in  the  Federal  Regis¬ 
ter  of  a  proposed  regulation  for  public 
comment;  or 

(b)  Publish  an  Advance  Notice  of 
Proposed  Rulemaking  seeking  ex¬ 
tended  citizen  assistance  in  developing 
a  proposed  rule. 


6.  A  minimum  of  60  days  for  public 
comment  are  provided  for  all  signifi¬ 
cant  regulations. 

C.  CRITERIA  FOR  DETERMINING 
SIGNIFICANT  REGULATIONS 

The  Food  and  Drug  Administration 
classifies  a  regulation  as  significant  if 
it: 

1.  Has  public  health  implications,  or 
has  nonroutine  safety  efficiency  con¬ 
siderations; 

2.  Has  significant  environment 
impact; 

3.  Represents  a  new  and  important 
initiative; 

4.  Responses  to  statutory  commit¬ 
ments; 

5.  Has  significant  potential  econom¬ 
ic  impact  (as  defined  by  the  Executive 


Order  and  Departmental  Regulatory 
Analysis  criteria); 

6.  Is  required  to  clarify  misinterpre¬ 
tations  of  existing  regulations; 

7.  Is  controversial  and  likely  to  at¬ 
tract  considerable  public  interest  and 
reaction;  and 

8.  Has  significant  promise  of  affect¬ 
ing  the  work  requirements  of  FDA, 
local.  State  or  other  Federal  agencies. 


D.  REGULATORY  ANALYSES 


The  Food  and  Drug  Administration 
uses  the  Department-wide  criteria  for 
selecting  regulations  requiring  prepa¬ 
ration  of  a  Regulatory  Analysis,  and 
the  procedures  for  conducting  the 
Analysis.  (Described  in  Section  I,  Part 
C). 


III.  New  Regulations  Currently  Under  Development  Within  the  Department 
[For  FDA,  all  reRulstions  classified  as  "significant;”  for  other  agencies  all  regvdation  initiatives] 


Title  of  regulation  Stage  of 

developmnent 


Contact  person 


Citation 


Summary 


Office  of  the  Secretary 


Conditions  for  Federal  FI-  Final 
nanclal  Participation  in 
the  Cost  of  Automated 
Data  Processing. 


Departmentwide  Require-  . do 

ments  for  the  Administra¬ 
tion  of  Orants. 


Public  Information  Regula-  NPRM 
tions. 


General  Oovemmentwide  NPRM 
Age  Discrimination  Regu¬ 
lations. 


Lee  Wouter,  Office  of  Management  Secs.  3,  403,  423,  455,  1003, 
and  Budget,  Room  516D,  Hubert  1403,  1603,  1903,  and  2002 
H.  Humphrey  Bldg.,  200  Indepcn-  of  the  Social  Security 
dence  Ave.  SW.,  Washington,  D.C.  Act. 

20201,  202-245-6204. 


Matthias  Lasker,  Office  of  Manage-  5  U.S.C.  301. 
ment  and  Budget,  Room  S13D, 

Hubert  H.  Humphrey  Bldg.,  200 
Independence  Ave.  SW.,  Washing¬ 
ton,  D.C.  20201,  202-245-8901. 


Russell  M.  Roberts,  Freedom  of  In-  Freedom  of  Information 
formation  Officer,  Office  of  Public  Act  (Pub.  L.  93-502). 
Affairs,  Room  118F,  Hubert  H. 

Humphrey  Bldg.,  200  Indepen¬ 
dence  Ave.  SW.,  Washington.  D.C. 

20201,  202-472-7453. 

Juliette  N.  Lester,  Director,  Age  Dis-  Age  Discrimination  Act  of 
criminiation  Regulation  Task  1975  (Pub.  L.  94-135). 
Force.  Room  716E,  Hubert  H. 

Humphrey  Bldg..  200  Indepen¬ 
dence  Ave.  SW..  Washington,  D.C. 

20201,  202-245-7543. 


The  regulation  would  prescribe  the  conditions 
under  which  HEW  would  approve  Federal 
funding  for  the  cost  of  automated  data  pro¬ 
cessing  Incurred  under  an  approved  State 
plan  for  titles  I,  IV-A,  IV-B,  IV-C.  IV-D.  X. 
XIV,  XVI,  XIX,  or  XX  of  the  Social  Security 
Act.  _ 

The  regulation  would  establish  standard  HEW 
policy  for  the  administration  of  grants  in 
such  areas  as  application  forms,  financial 
management,  and  reporting  by  grantees, 
monitoring  of  grantee  performance,  property 
management,  determining  allowable  costs, 
satisfying  cost-sharing  or  matching  require¬ 
ments,  use  of  grant-related  income,  and 
waiver  of  the  single  State  agency  require¬ 
ments. 

This  regulation  would  propose  department 
policy  for  administering  the  Freedom  of  In¬ 
formation  Act. 


These  regulations  would  prohibit  unreasonable 
descrlminatlon  on  the  basis  of  age  in  pro¬ 
grams  or  activities  receiving  Federal  finan¬ 
cial  assistance.  Including  programs  or  activi¬ 
ties  receiving  fimds  under  the  State  and 
Local  Fiscal  Assistance  Act  of  1972.  The  age 
Discrimination  Act  of  1975  emphasizes  age- 
based  discrimination  and  therefore  applies  to 
all  groups. 
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m.  New  RiouLATioirs  CTumbitlt  Uhdbi  Dcvelopiikiit  Witrii<  the  DEPAEnisirr  -Continued 


Title  of  icEuUUon 


Stage  of 
developinnent 


Contact  penon 


Citation 


Summary 


Public  Health  Service 


Protection  of  the  Identity  Final 
of  Research  Subjects. 


Grants  for  Drug  Abuse  Pre-  ......do 

ventlon.  Treatment,  and 
Rehabilitation. 


Grants  to  States  for  Imple-  ......do 

mentation  of  the  Uniform 
Alcoholism  and  Intoxica¬ 
tion  Treatment  Act. 


Importation  of  lAther  NPRM 
Brushes. 


Importation  of  Psittadne  NPRM.. 
Birds. 

Grants  for  Lead-Based  NPRM.. 
Paint  Poisoning. 


%>ecifications  for  Medical  NPRM 
Examinations  of  Under¬ 
ground  coal  Miners— 
Transfer  Criteria. 


Req>irator  Testing  and  Ap-  Pinal  ................... 

proval  Program. 


Specifications  for  Medical  . do........—..... 

Examinations  of  Under¬ 
grounds  Coal  Miners. 


Requirements  for  Provision  NPRM ... 
of  Services. 


State  Medical  Facilities  NPRM.. 
Flan. 


Ms.  Judith  Galloway,  Legal  Assist¬ 
ant,  Room  18(MM,  6600  Fishers 
Lane,  RockviUe,  Md.  20657,  SOl- 
443-3200. 


Ms.  Nancy  Soulen,  Legal  Assistant, 
Room  10-14,  5600  Fishers  Lane, 
Rockville,  Md.  20857,  301-443-1644. 


Ms.  Susan  Farrell,  Legislative  Assist¬ 
ant,  Room  16C-10,  5600  Fishers 
Lane,  Rockville,  Md.  20857,  301- 
443-3887. 


Mr.  Joseph  F.  Giordano.  Director, 
Quarantine  Division,  Bureau  of 
Epidemiology,  Center  for  Disease 
Control,  Atlanta,  Ga.  30333,  404- 
633-3311  ext  3674. 

_ _ .do . 


Ms.  Sara  Owens.  Regulations  Offi¬ 
cer,  Center  for  Disease  Control, 
Atlanta,  Ga.  30333,  404-633-3311 
ext.  3674. 


Mr.  Harlan  Amandus,  Chief,  Exami¬ 
nation  Processing  Branch,  Nation¬ 
al  Institute  for  Occupational 
Safety  and  Health,  Center  for  Dis¬ 
ease  Control.  044  Chestnut  Ridge 
Rd.,  Morgantown,  W.  Va.  26505, 
304-599-7301. 

Mr.  Robert  Schutz,  Chief,  National 
Institute  for  Occupational  Safety 
and  Health,  Center  for  Disease 
Control.  944  Chestnut  Ridge  Rd., 
Morgantown.  W.  Va.  26505,  304- 
599-7331. 

Mr.  Harlan  Amandus,  Chief,  Nation¬ 
al  Institute  for  Occupational 
Safety  and  Health,  Center  for  Dis¬ 
ease  Control,  944  Chestnut  Ridge 
Rd.,  Morgantown,  W.  Va.  26505, 
304-599-7301. 

Dr.  Colin  C.  Rorrle,  Acting  Director, 
Bureau  of  Health  Planning  and 
Resources  Development,  Room  6- 
22,  3700  East-West  Highway,  Hy- 
attsviUe,  Md.  20782,  301-436-6850. 


.do. 


Comprehensive  Alcohol 
Abuse  and  Alcoholism 
Prevention,  Treatment 
and  Rehabilitation  Act 
Amendments  of  1974 
(sec.  303(a)  of  the  Public 
Health  Service  Act). 

Drug  Abuse  Office  and 
Treatment  Act  Amend¬ 
ments  of  1976;  the  Com¬ 
prehensive  Alcohol 
Abuse  and  Alcoholism 
Prevention.  Treatment 
and  Rehabilitation  Act 
Amendments  of  1976; 
and  the  Health  Services 
Extension  Act  of  1977 
(sec.  409  of  the  Drug 
Abuse  Office  and  Treat¬ 
ment  Act). 

Sec.  302,  303,  and  311  of 
the  Comprehensive  Alco¬ 
hol  Abuse  and  Alcholism 
Prevention,  Treatment, 
and  Rehabilitation  Act  of 
1970,  as  amended  in  1974 
and  1976. 

Sec.  361  of  the  Public 
Health  Service  Act. 


Sets  forth  procedures  under  which  researchers 
engaged  In  research  on  mental  health,  alco¬ 
hol,  and  other  phychoactlve  drugs,  may 
apply  for  an  authorization  of  confidentiality 
to  protect  the  identity  of  their  research  sub¬ 
jects  from  courts  and  others. 

Sets  forth  the  requirements  for  receipt  by  the 
States  of  formula  grant  funds  for  implement¬ 
ing,  coordinating,  and  evaluating  drug  abuse 
prevention  functions,  including  guidance  on 
approvable  State  plans. 


Sets  forth  requirement  for  formula  grants  to 
States  to  provide  general  support  for  alcohol¬ 
ism  programs;  and  for  project  grants,  mostly 
for  demonstration  to  States  and  other  enti¬ 
ties  to  support  specific  programs  for  treating 
alcoholism. 

Proposes  revised  requirements  for  testing  com¬ 
mercial  shipments  of  lather  bruses  imported 
to  the  United  States  for  disease  control  pur¬ 
poses. 


. do .  Proposes  revised  rules  governing  the  importa¬ 
tion  of  pslttacine  birds  (parrots,  parakeets, 
etc.)  for  disease  control  purposes. 

The  Disease  Control  Act  Proposes  revised  requirements  for  grants  to 
Amendments  of  1976,  support  programs  in  prevention  of  lead-based 

Pub.  L.  94-317  (sec.  paint  poisoning  in  children. 

2()4(a)  of  the  Lead-Based 
Paint  Poisoning  Preven¬ 
tion  Act). 

Sec.  203  of  the  Federal  Proposes  revising  the  medical  conditions  under 
Coal  Mine  Health  and  which  coal  miners  will  be  allowed  to  transfer 

Safety  Act,  as  amended  to  less  dusty  areas  of  coal  mines, 

by  the  Federal  Mine 
Safety  and  Health  Act  of 
1977. 


Secs.  202  and  204  of  the  Extends  the  period  during  which  lue  of  certain 
Federal  Coal  Mine  self-contained  breathing  apparatus  approved 

Health  and  Safety  Act,  under  the  former  Bureau  of  Mine  approval 

as  amended  by  the  Fed-  program  is  allowed, 

eral  Mine  and  Safety  Act 
of  1977. 

Sec.  203  of  the  Federal  Revises  the  specifications  for  chest  X-rays  of 
Coal  Mine  Health  and  underground  coal  miners. 

Safety  Act,  as  amended 
by  the  Federal  Mine 
Safety  and  Health  Act  of 
1977_ 


Secs.  1602(6),  1604(bKlXJ) 
and  1612(c)  of  the  Public 
Health  Service  Act  as 
amended  by  the  National 
Health  Planning  and  Re¬ 
source  Development  Act 
of  1974. 


Proposes  revised  requirements  of  facilities  as¬ 
sisted  under  titles  VI  and  XVI  of  the  Public 
Health  Service  Act  to  provide  services  to  all 
members  of  the  community  and  to  provide  a 
reasonable  amount  of  service  free  or  at  a  dis¬ 
count  to  those  unable  to  pay. 


Sec.  1603  of  the  Public  Proposes  the  numbers  and  types  of  inpatient 
Health  Service  Act,  as  and  outpatient  medical  facilities  and  beds 
amended  by  the  National  needed  to  provide  adequate  public  health 
Health  Plaiming  and  Re-  services  to  residents  by  State, 
sources  Development  Act 
of  1974. 
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III.  New  RiOULATIOMS  CUHJlCirrLT  UNDSR  DKVKLOPMXHT  WiTHIlf  THB  DEPARTMXirr  -Continued 


Title  of  revulaUon  SUce  of  Contact  penon  ClUtlon  Summary 

deveiopmnent 


PuBUC  Hsalth  Ssrvicx -Continued 


Allotments  of  Funds  for  NPRM .................. 

Formula  Orants  to  States. 


Oovemlns  Body  Require-  NPRM 
ments  of  Health  Systems 
Agency. 


Standards  of  Construction  Final  ..........m....... 

and  Equipment  for  Hospi¬ 
tal  and  Medical  Facilities. 


National  Guidelines  for  NPRM ........... 

Health  Planning— Second 
Set. 


Amendments  to  Limitation  Final ..................... 

on  Federal  Participation 
for  Capital  Expenditures. 


Orants  for  Residency  Train-  Final ...................... 

Ing.  in  General  Internal 
Medicine  and  General  Pe¬ 
diatrics. 


......do .  Sec.  1610-13  of  the  Public 

Health  Service  Act,  as 
amended  by  the  National 
Health  Planning  and  Re¬ 
sources  Development  Act 
of  1974. 

. do .  Sec.  1512(bK3)(c)  of  the 

Public  Health  Service 
Act,  as  amended  by  the 
National  Health  Plan¬ 
ning  and  Resources  De¬ 
velopment  Act  of  1674. 

_ do . .  Sec.  1602(2)  of  the  PubUc 

Health  Service  Act  as 
amended  by  the  National 
Health  Planning  and  Re¬ 
sources  Development  Act 
of  1974. 

Mr.  Daniel  I.  Zwlck.  Health  Re-  Sec.'  1501  of  the  Public 
sources  Administration,  Room  10-  Health  Service  Act,  as 
23,  3700  East-West  Highway,  Hy-  amended  by  the  National 
attsviUe,  Md.  20782,  301-436-7270.  Health  Planning  and  Re¬ 
sources  Development  Act 
of  1974. 

Dr.  Colin  C.  Rorrle,  Acting  Director,  Sec.  1122  of  the  Social  Se- 
Bureau  of  Health  Planning  and  curity  Act. 

Resources  Development,  Room  6- 
22,  3700  East-West  Highway.  Hy- 
attsvlUe,  Md.  20782,  301-436-6850. 

Dr.  Daniel  N.  Masica.  3700  East-  Sec.  784  of  the  Public 
West  Highway.  Hyattsville,  Md.  Health  Service  Act  as 
20782,301-436-6424.  amended  by  the  Health 

Professions  Eductional 
Assistance  Act  of  1976. 


Programs  for  the  Training  NPRM ......... 

of  Expended  Function 
Dental  Auxiliaries. 


Expanded  Function  Dental  Final  ..................... 

Auxiliaries. 


Grants  for  Traineeships  for  NPRM . . 

Advanced  Training  of  Pro¬ 
fessional  Nurses. 


Dr.  Richard  Weaver,  3700  East-West  Sec.  783  of  the  Public 
Highway,  Hyattsville,  Md.  20782,  Health  Service  Act  as 
301-436-6510.  amended  by  the  Health 

Professions  Educational 
Assistance  Act  of  1976. 

. do .  Sec.  701(8)  of  the  Public 

Health  Service  Act  as 
amended  by  the  Health 
Professions  Educational 
Assistance  Act  of  1976. 

Ms.  Edith  Rathbun,  3700  East- West  Sec.  830  of  the  Public 
Highway,  Hyattsville,  Md.  20782,  Health  Service  Act  as 
301-436-6684.  amended  by  the  Nurse 

Training  Act  of  1975. 


Dental  Team  Training  Pro-  NPRM ...................  Dr.  Richard  Weaver,  3700  East-West  Sec.  783(aK3)  of  the  Public 

gram.  Highway,  Hyattsville,  Md.  20782,  Health  Service  Act  as 

301-436-6510.  amended  by  the  Health 

Professions  Educational 
Assistance  Act  of  1976. 

National  Health  Service  NPRM ...................  Mr.  Gary  Wold,  3700  East-West  Sec.  751  of  the  PubUc 

Corps  Scholarships.  Highway.  HyattsvUle,  Md.  20782,  Health  Service  Act.  as 

301-436-6450.  amended  by  the  Health 

Professions  Educational 
Assistance  Act  of  1976. 

Traineeships  for  Advanced  NPRM  . .  Dr.  Merill  De  Long.  3700  East- West  Sec.  797  of  the  Public 

Training  of  AlUed  Health  Highway.  Hyattsville,  Md.  20782,  Health  Service  Act.  as 

Personnel.  301-436-6824.  amended  by  the  Health 

Professions  Educational 
Assistance  Act  of  1976. 

Traineeships  for  Students  NPRM . .  Dr.  Daniel  Whiteside,  3700  East-  Sec.  748  of  the  PubUc 

in  Schools  of  Public  West  Highway.  HyattsvUle,  Md.  Health  Service  Act,  as 

Health.  20782,301-436-6810.  amended  by  the  Health 

Professions  Educational 
Assistance  Act  of  1976. 


Proposes  revises  procedures  for  making  formu¬ 
la  grants  to  States  for  health  planning  and 
resources  development. 


Proposes  revised  rules  governing  the  composi¬ 
tion  of  governing  bodies,  executive  commit¬ 
tees.  and  other  advisory  groups  of  Health 
Systems  Agencies  and  the  method  of  select¬ 
ing  members  of  these  groups. 

Establishes  general  standards  for  hospital  con¬ 
struction  assisted  under  title  XVI  of  the 
PubUc  Health  Service  Act. 


Proposes  goals  regarding  health  status,  health 
promotion,  disease  prevention,  and  quaUty  of 
and  access  to  care. 


Establishes  a  procedure  for  withholding  Feder¬ 
al  reimbursement  under  titles  V.  XVUl,  and 
XIX  of  the  Social  Security  Act  where  capital 
expenditures  have  been  found  inconsistent 
with  State  health  plans  and  other  planning 
guidelines  and  requirements. 

Provides  requirements  for  grants  to  schools 
placing  emphasis  on  training  of  residents  and 
giving  financial  assistance  to  them  to  plan, 
develop,  and  operate  training  programs  and 
provide  stipends  to  residents  for  the  purpose 
of  emphasizing  primary  care  practice. 

Provides  requirements  for  grants  to  schools  to 
assist  them  to  plan,  develop,  and  operate  or 
maintain  traini^  programs  for  dental  assis¬ 
tants  and  hygienists. 

Provides  requirements  for  grants  to  schools  to 
assist  them  to  plan,  develop,  and  operate  or 
maintain  training  programs  to  promote  the 
use  of  dental  assistants  and  hygienists. 

Provides  requirements  for  grants  to  pubUc  and 
nonprofit  entities  to  support  the  training  of 
registered  nurses  for  teaching,  administra¬ 
tion.  and  clinical  specialties  and  as  nurse 
practitioners 

Provides  requirements  for  grants  to  support 
programs  to  train  dental  students  in  organi¬ 
zation  and  management  techniques. 


Provides  for  scholarships  to  train  ph)rsicians. 
dentists  and  nurses  for  the  National  Health 
Service  Corps. 


Provides  requirements  for  grants  to  support 
training  of  aUied  health  personnel  for  teach¬ 
ing.  administrative,  or  supervisory  positions. 


Provides  requirements  for  grants  to  schools  to 
train  students  in  certain  public  health  pro¬ 
grams. 
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NOTICES 

in.  N*W  RaOVtATIOIfS  CUKUIfTLT  UnDDt  DtVKLOPMDrr  WlTHm  Tin  D*PA*TII*1IT  -Continued 


Title  of  reffulation 


SUce  of 
developmnent 


Contact  penon 


Citation 


Summary 


Public  Hbalth  Service  -Continued 


Health  Professions  Student  NPRM . — do .  Secs.  740  through  744  of 

Ijoans.  the  Public  Health  Serv¬ 

ice  Act  as  amended  by 
the  Health  Professions 
Educational  Assistance 
Act  of  1970. 

Special  Projects  for  Schools  Final  with  Dr.  Merrill  B.  De  Long,  3700  East-  Sec.  792  of  the  Public 

of  Public  Health  Adminis-  comment  period.  West  Highway,  Hyattsville,  Md.  Health  Service  Act,  as 
tration.  20782, 301-436-8824.  amended  by  the  health 

Professions  Educational 
Assistance  Act  of  1976. 


Grants  for  Graduate  Pro-  . do 

grams  in  Health  Adminis¬ 
tration. 


Family  Medicine . do 


Scholarships  for  First-Tear  NPRM 
Students  of  Exceptional 
Financial  Need. 


Educational  Assistance  to  NPRM 
Individuals  from  Disad¬ 
vantaged  Backgrounds. 


Traineeships  for  Students  NPRM 
in  Graduate  Programs  in 
Health  Administration. 


Area  Health  Education  Cen-  NPRM 
ters. 


Financial  Distress ..................  NPRM ... 


Nurse  Capitation  Grants .  Final 


Allied  Health  Special  ProJ-  NPRM 
ect  Grants  and  Contracts. 


Health  Professions  Capita-  NPRM 
tion  Grants. 


Assignment  of  National  NPRM 
Health  Service. 


.do. 


Dr.  Daniel  Masica,  3700  East-West 
Highway,  HyattsviUe,  Md.  20782. 
301-436-6424. 


Mr.  John  Beline,  3700  Eiast-West 
Highway,  Hyattsville,  Md.  20782, 
301-436-6310. 


Dr.  Rnizo  Yamamoto,  3700  East- 
West  Highway,  HyattsviUe,  Md. 
20782,  301-436-7230. 


Dr.  Merrill  B.  De  Long.  3700  East- 
West  Highway,  Hyattsville,  Md. 
20782,  301-436-6824. 


Dr.  Daniel  N.  Masica,  3700  East- 
West  Highway,  Hyattsville,  Md. 
20782,  301-436-6424. 


Mr.  John  Westcott.  3700  East-West 
Highway.  HyattsvUle,  Md.  20782, 
301-436-6564. 


Ms.  Edith  Rathbun,  3700  East-West 
Highway,  HyattsvUle,  Md.  20782, 
301-436-6684. 

Dr.  MerrUl  B.  De  Long,  3700  East- 
West  Highway,  HyattsvUle,  Md. 
20782,  301-436-6824. 


Mr.  John  Westcott,  3700  East-West 
Highway.  HyattsvUle,  Md.  20782, 
301-436-6564. 


Dr.  Fitzhugh  S.  M.  Mullan,  room  6- 
05,  5600  Fishers  Lane,  RockvUle, 
Md.  20857,  301-433-4434. 


Sec.  791  of  the  PubUc 
Health  Service  Act,  as 
amended  by  the  Health 
Professions  Educational 
Act  of  1976. 

Sec.  786(a)  of  the  PubUc 
Health  Service  Act  as 
amended  by  the  Health 
Professions  Educational 
Assistance  Act  of  1976. 

Sec.  758  of  the  Public 
Health  Service  Act  as 
amended  by  the  Health 
Professions  Educational 
Assistance  Act  of  1976. 

Health  Professions  Educa¬ 
tional  Assistance  Act  of 
1976,  Pub.  U  94-484 
(secs.  787  and  798  of  the 
PubUc  Health  Service 
Act). 

Pub.  L.  94-484,  Health  Pro¬ 
fessions  Educational  As¬ 
sistance  Act  of  1976,  of 
the  PubUc  Health  Serv¬ 
ice  Act. 

Pub.  L.  94-484  Health  Pro¬ 
fessions  Eklucational  As¬ 
sistance  Act  of  1976,  Sec. 
781  of  the  PubUc  Health 
Service  Act. 

Sec.  788(b)  of  the  PubUc 
Health  Service  Act  as 
amended  by  the  Health 
Professions  Eklucatlonal 
Assistance  Act  of  1976. 

Sec.  810  of  the  PubUc 
Health  Service  Act  as 
amended  by  the  Nurse 
Training  Act  of  1975. 

Pub.  L.  94-484  tiUe  VII 
Health  Professions  Edu¬ 
cational  Assistance  Act 
of  1976,  sec.  810  of  the 
PubUc  Health  Service 
Act. 

Pub.  L.  94-484  title  VII 
Health  Professions  Edu¬ 
cational  Assistance  Act 
of  1976,  sec.  770  of  the 
PubUc  Health  Service 
Act. 

Sec.  333  of  the  PubUc 
Health  Service  Act. 


Grants  for  Genetic  Diseases  NPRM _  Dr.  Audrey  Manley,  Room  6-40,  5600  Sec.  1101  of  the  PubUc 

Fishers  Lane,  RockvUle,  Md.  20857,  Health  Service  Act. 

301-  443-1080. 


Provides  requirements  for  loans  to  public  and 
nonprofit  health  professions  schools  for 
loans  to  needy  students. 


Provides  requirements  for  grants  to  assist 
schools  of  pubUc  health  in  meeting  costs  to 
develop  new  or  expanded  programs  in  biosta¬ 
tistics,  epidemiology,  health  administration 
planning,  poUcy  analysis,  environmental  or 
occupational  health  or  dietetics  and  nutri¬ 
tion. 

Provides  requirements  for  grants  to  pubUc  and 
nonprivate  educational  entities  to  support 
graduate  programs  in  health  administration, 
hospital  administration,  and  health  plan¬ 
ning. 

Provides  requirements  for  grants  to  hospitals 
and  schools  of  medicine  or  osteopathy  to 
assist  In  continuing  education  programs  in 
family  medicine. 

Provides  requirements  for  grants  to  health 
professional  schools  to  offer  scholarships  to 
first  year  students  in  need  of  support. 


Provides  requirements  for  grants  to  profession¬ 
al  and  alUed  health  schools  to  assist  them  in 
meeting  costs  of  identifying,  recruiting,  se¬ 
lecting,  and  counseling  disadvantaged  stu¬ 
dents. 

Provides  requirements  for  grants  to  schools  for 
traineeships  for  students  enroUed  in  health 
administration,  hospital  administration,  or 
health  poUcy  analysis  and  planning. 

Provides  requirements  for  contracts  for  im¬ 
proving  the  distribution,  supply,  quality,  uti¬ 
lization,  and  efficiency  of  health  personnel 
In  health  services  deUvery  systems. 

Provides  requirements  for  grant  assistance  to 
schools  of  medicine,  osteopathy,  dentistry, 
veterinary,  optometry,  pharmacy,  podiatry, 
or  pubUc  health  which  are  in  serious  finan¬ 
cial  distress. 

Provides  requirements  for  formula  grants  to 
schools  of  nursing  for  general  support  of 
educational  programs. 

Provides  requirements  for  grants  to  schools. 
States,  and  other  entities  to  assist  in  meeting 
costs  of  planning,  developing,  demonstrating, 
operating,  and  evaluating  projects  to  train 
aUled  health  personnel  and  nurses. 

Sets  forth  requirements  for  grants  to  provide 
general  support  for  education  programs  in 
schools  of  medicine,  osteopathy,  dentistry, 
public  health,  veterinary  medicine,  optom¬ 
etry,  pharmacy,  and  podiatry. 

Prescribes  requirements  for  assignment  of  Na¬ 
tional  Health  Service  Corps  personnel  to 
public  or  nonprofit  entitles  to  provide  health 
services  in,  or  to,  a  health  manpower  short¬ 
age  area. 

Sets  forth  requirements  for  grants  to  public 
and  nonprofit  private  entities  for  genetic  dis¬ 
eases  testing  and  counseling  programs  for  a 
broad  spectriun  of  genetic  diseases. 
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Title  of  refulAtlon  Stage  of  Contact  penon  Citation  Summary 

developmnent 


PuBUC  Hkalth  Sxrvicx— Continued 


Definition  of  Indian  for  Final 
Indian  Preference. 


Contract  Health  Services  Final 
for  Federally  Reconglzed 
Indians. 


Grants  for  Health  and  Nu>  NPRM ................... 

trltlon  Demonstration 
Projects. 


Standards  of  Conduct:  Na-  Final  . . 

tlonal  Institutes  of  Health 
Supplement. 

Protection  of  Human  Sub-  NPRM....... . 

'  jects:  Research  Involving 
Children. 


Protection  of  Human  Sub-  NPRM . . 

Jects:  Research  Involving 
Those  Institution-alized 
as  Mentally  Infirm. 


Protection  of  Human  Sub-  NPRM 
Jects:  Compensation  of 
Human  Subjects  Injured 
In  DHEW  Supported  Bio¬ 
medical  and  Behavioral 
Research. 

Grants  for  Health  Services  Final... 
Research  Projects. 


Requirements  for  a  Health  NPRM 
Maintenance  Organiza¬ 
tion. 


Federal  Financial  Assist-  NPRM 
ance. 


Grants  for  Feasibility  Sur-  NPRM 
veys. 


Grants  for  Loan  Ouaran-  NPRM 
tees  for  Planning  and  for 
Initial  Development  Costs. 


Loan  and  Loan  Guarantees  NPRM 
for  Initial  Operating 
Costs. 


Dr.  Emory  Johnson.  Room  5A-65,  Sec.  12  of  the  Wheeler 
5600  Fishers  Lane,  Rockville,  Md.  Howard  Act  of  1934,  Pub. 
30857,  301-443-1083.  L.  73-383. 

Mr.  James  Mitchell,  Room  5A-37,  The  Snyder  Act  of  1921 . 

5600  Fishers  Lane,  Rockville,  Md. 

20857,  301-443-4700. 


Mr.  William  Beacham,  Room  lA-55,  Sec.  516  of  the  Public 
5600  Fishers  Lane,  Rockville,  Md.  Works  and  Economic  De- 
20857, 301-443-5033.  velopment  Act,  as 

amended  In  1975. 


Mr.  Edward  Nicholas,  Jr.,  National  45  CFR  73.735-105 . 

Instltues  of  Health,  900  Rockville 
Pike.  Bethesda,  Md.  20014,  301- 
496-3592. 

Dr.  D.  T.  Chalkley,  National  Instl-  Pub.  L.  93-348,  The  Nation- 
tues  of  Health,  900  Rockville  Pike,  al  Research  Service 
Bethesda,  Md.  20014,  301-496-7005.  Award  Act  of  1972,  sec. 

301  of  the  Public  Health 
Service  Act. 


. do .  Pub.  L.  93-348,  The  Nation¬ 
al  Research  Service 
Award  Act  of  1972,  sec. 
301  of  the  Public  Health 
Service  Act. 


.do. 


Sec.  301  of  the  Public 
Health  Service  Act. 


Dr.  Donald  Goldstone,  Room  8-30.  Secs.  305  and  308  of  the 
3700  East-West  Highway.  Hyatts-  Public  Health  Service 

vUle,  Md.  20782,  301-436-7425.  Act. 

Mr.  Howard  Veit.  Room  12-05,  5600  Health  Maintenance  Orga- 
Fishers  Lane,  Rockville,  Md.  20857,  nization  Act  as  amended. 
301-443-4106.  Pub.  L.  94-460.  sec.  1301 

of  the  Public  Health 

Service  Act. 

. do .  Health  Maintenance  Orga¬ 
nization  Act  as  amended. 
Pub.  L.  94-460.  sec.  1303- 
5  of  the  Public  Health 
Service  Act. 


.do .  Health  Maintenance  Orga¬ 

nization  Act  as  amended. 
Pub.  L.  94-460,  sec.  1303, 
of  the  PubUc  Health 
Service  Act. 

.do .  Health  Maintenance  Orga¬ 

nization  Act  as  amended. 
Pub.  L.  94-460,  sec.  1304 
of  the  Public  Health 
Service  Act. 

.do . . .  Health  Maintenance  Orga¬ 

nization  Act  as  amended. 
Pub.  U  94-460.  sec.  1305 
of  the  Public  Health 
Service  Act. 


Defines  the  term  Indian  for  purposes  of  Indian 
preference  in  employment  in  the  Indian 
Health  Service,  aa  defined  by  the  Depart¬ 
ment  of  the  Interior. 

Establishes  standards  for  determining  the  eli¬ 
gibility  of  Indians  for  receiving  PHS  fi¬ 
nanced  medical  services  from  facilities  which 
have  contracted  with  the  PHS  when  such 
services  are  not  resonably  accessible  at  a 
PHS  Indian  health  service  facility. 

Provides  requirements  for  grants  to  public  and 
nonprofit  private  entitles  from  Commerce 
Department  funds  allocated  to  eight  inde¬ 
pendent,  quasi-Federal  Regional  Action  Plan¬ 
ning  Commissions.  The  purpose  of  the  grants 
Is  to  demonstrate  the  economic  benefits  of 
improved  public  health  through  funding  of 
health  planning  facilities  and  services. 

Supplements  present  departmental  regulations 
on  standards  of  conduct,  to  provide  guidance 
to  NIH  employees  and  approving  officials  on 
outside  work  and  other  activities. 

Defines  the  circumstances  under  which  re¬ 
search  can  be  conducted  or  supported,  de¬ 
scribe  procedures  for  the  review  and  approv¬ 
al  of  the  research,  and  identify  the  require¬ 
ments  for  assent  of  child  subjects  and  paren¬ 
tal  permission  in  research. 

Defines  the  circumstances  under  which  re¬ 
search  involving  the  mentally  ill,  mentally 
retarded,  and  other  mental  infirm  confined 
to  institutions  can  be  conducted  or  support¬ 
ed,  describe  procedures  for  the  review  and 
approval  of  the  research,  and  identify  the  re¬ 
quirements  for  informed  consent  to  partici¬ 
pate  in  research  by  and  for  such  subjects. 

R^ulres  institutions  applying  for  DHEW 
grants  or  contracts  in  support  of  research  in¬ 
volving  human  subjects  to  provide  assur¬ 
ances  that  they  will  provide  certain  compen¬ 
sation  for  individuals  who  suffer  injury  as 
the  result  of  their  participation  as  subjects 
in  biomedical  or  behavioral  research. 

Provides  requirements  for  grants  to  public  or 
nonprofit  private  entitles  to  undertake  and 
support  health  services  research,  evaluation, 
and  demonstration  projects. 

Defines  health  benefits  to  be  provided;  provid¬ 
ers  of  health  services;  methods  of  payment; 
organization  and  operation  of  HMOs;  and 
special  requirements  with  respect  to  medi¬ 
care  and  medicaid  members. 

Sets  forth  requirements  for  the  award  of 
grants,  loans  and  loan  guarantees  to  public 
or  nonprofit  private  entitles  for  feasibility 
surveys,  planning  and  initial  development 
costs,  and  initial  operating  costs  of  health 
maintenance  organizations. 

Sets  forth  requirements  for  conducting  surveys 
to  determine  the  feasibility  of  developing 
and  operating  or  expanding  the  operation  of 
HMOs. 


Sets  forth  requirements  for  planning  and  ini¬ 
tial  development  projects  or  for  significant 
expansion  of  the  membership  of,  or  areas 
served  by  qualified  HMOs. 

Sets  forth  requirements  for  the  award  of  loans 
and  loan  guarantees  for  initial  operating 
costs  of  health  maintenance  organizations. 
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III.  Nxw  RaoTTLATiOHS  CumuBrixT  Undo  DsvxLOPMSifT  Within  ths  DsTAjmizifT  -continued 

Title  of  regulation 

Stage  of  '  Contact  peraon  Citation  Summary 

developmnent  0 

Hbalth  Carx  Financing  Administration  (HCFA)— Continued 

Assignpient  of  Benefits;  NPRM  ................. 

Collection  of  Medical  Sup¬ 
port  Payments. 


Medicaid  Quality  Control  NPRM..... 
Fiscal  Disallowances. 


Medicaid  Quality  Control  Final 
Systems;  Expansion  of  In¬ 
formation  R^uirements. 


Rural  Health  Clinics— Med-  . do 

icaid. 


Public  Notice  of  Changes  in  . do 

the  Method  or  Level  of 
Reimbursement  for 

Health  Care  Services. 


Intermediate  Care  Facili-  NPRM 
ties/Skllled  Nursing  Fa¬ 
cilities  Reimbursement 
Revisions. 


Art  Muller.  Medicaid  Bureau,  HCFA.  . do. 

Room  2M5,  Switzer  Bldg.,  330  C 
St.  SW..  Washington.  D.C.  20201. 
202-24S-0384. 


Victor  Kugajevsky,  Medicaid  . do . . . 

Bureau,  HCFA,  Room  3004, 

Switzer  Bldg.,  330  C  St.  SW.. 

Washington,  D.C.  20201,  202-245- 
3846. 

Victor  Kugajevsky,  Medicaid  Secs.  1102  and  1902(a)(4>  of 
Bureau.  HCFA,  Room  3004,  the  Social  Security  Act. 

Switzer  Bldg.,  330  C  St.  SW., 

Washington.  D.C.  20201,  202-472- 
3846. 


Joseph  Dougherty,  Medicaid  Secs.  1102,  1822,  and 

Bureau,  HCFA,  Room  2622,  1802(aM13)  of  the  Social 

Switzer  Bldg.,  330  C  St.  SW.,  Security  Act. 
Washington.  D.C.  20201,  202-245- 
6886. 

Milton  Dezube,  Medicaid  Bureau,  Secs,  1102,  1803(a)(4),  and 
HCFA,  Room  2628,  Switzer  Bldg.,  1802(aK30)  of  the  Social 
330  C  St.  SW.,  Washington,  D.C.  Security  Act. 

20201,  202-245-8000. 


Milton  Dezube,  Medicaid  Bureau,  Sec.  1102  of  the  Social  Se- 
HCFA,  Room  2631,  Switzer  Bldg.,  curity  Act, 

330  C  St,  SW.,  Washington.  D.C. 

20201,  202-245-8000. 


These  regulations  would  propose  new  proce¬ 
dures:  (1)  allowrlng  States  to  require  medicaid 
recipients  to  assign  their  right  to  private  in¬ 
surance  payments  or  other  medical  support 
to  the  States;  (2)  authorizing  child  support 
enforcement  agencies  to  assist  in  collection 
of  medical  support;  and  (3)  prohibiting  Fed¬ 
eral  payment  to  any  medicaid  recipient  who 
is  covered  by  a  private  health  insurance 
policy  having  a  medicaid  exclusion  clause. 

This  regulation  would  propose  a  reduction  in 
Federal  financial  participation  for  erroneous 
medicaid  expenditures  to  Insure  proper  use 
of  Federal  and  State  medicaid  funds. 

Comments  received  in  response  to  final  regula¬ 
tions  published  Mar.  31,  1078,  are  being  eval¬ 
uated  to  determine  whether  revised  final 
rules  are  required.  These  regulations  expand 
the  medicaid  quality  control  system  for  eligi¬ 
bility  review  to  include  the  extent  to  which 
payments  for  medicaid  services:  (a)  took  ac¬ 
count  of  available  medical  insurance,  and  (b) 
were  based  on  complete  and  accurate  claims. 

This  regiilation  would  govern  the  coverage  and 
reimbursement  of  rural  health  clinic  services 
under  State  medicaid  programs. 


This  regulation  would  require  State  medicaid 
agencies  to  give  60  days  public  notice  of  any 
proposed  change  in  the  method  or  level  of  re¬ 
imbursement  for  services  produced  imder  the 
medicaid  program  before  such  changes  can 
become  effective.  The  Intent  is  to  allow  the 
Federal  Government  in  cooperation  with  the 
States  and  the  public  to  evaluate  the  justifi¬ 
cation  for  the  changes. 

This  regulation  proposes  to  clarify  and  expand 
requirements  for  State  methods  of  payment 
for  skilled  nursing  and  intermediate  care  fa¬ 
cility  services  imder  State  medicaid  pro- 


Redesignation  of  Medicaid  Final  with  Peg  Schnoor,  Medicaid  Bureau . do. 

Administrative  Require-  comment  period.  HCFA.  Room  0115,  Switzer  Bldg., 
mente.  330  C  St.  SW.,  Washington.  D.C. 

20201,  202-472-5200. 


State 'Medicaid  Fraud  Con-  Final .  Irwin  Cohen.  Office  of  Program  In-  Secs.  1102  and  1803  of  the 

trol  Units.  tegiity,  HCFA,  Room  588,  East  Social  Security  Act. 

High  Rise  Bldg.,  6401  Security 
Blvd.,  Baltimore.  Md.  21235,  301- 
504-5415. 

Suspension  of  Physicians  NPRM . do .  Secs.  1102,  1862,  1866,  1871, 

and  Other  Practitioners.  and  1802  of  the  Social 

Security  Act. 


Uniform  Reporting  Re-  NPR5i .  James  M.  Kaple,  Office  of  Policy,  Secs.  1121,  1861.  and  1802 

quirements.  Planning,  and  Research.  HCFA,  of  the  Social  Security 

Room  5074,  Switzer  Bldg.,  330  C  Act. 

St.  SW.,  Washington.  D.C.  20201, 

202-245-0687. 


Disclosure  of  Information  NPRM 
and  Access  to  Provider 
Records  (Companion  of 
HDS  and  PHS  regula¬ 
tions). 


Irwin  Cohen,  Office  of  Program  In-  Secs.  1124,  1126,  1861,  1866, 
tegrity,  HCFA,  Room  588,  East  1002,  1003.  and  2002  of 
High  Rise  Bldg.,  6401  Security  the  Social  Security  Act. 
Blvd.,  Baltimore.  Md.  21235,  301- 
504-5415. 


grams. 

Certain  administrative  requirements  for  the 
medicaid  programs  is  being  rewritten  to 
make  them  more  clear  and  renumbered  to 
move  them  to  the  part  of  the  Code  of  Feder¬ 
al  Regulations  which  contains  the  other 
medicaid  regulations. 

This  regulation  governs  qualifications,  certifi¬ 
cation.  and  funding  of  State  medicaid  fraud 
control  units. 


This  regulation  proposes  criteria  and  proce¬ 
dures  for  suspending  physicians  or  other 
practitioners  from  medicare  or  medicaid 
after  they  have  been  convicted  of  a  crime  re¬ 
lated  to  either  program. 

These  regulations  propose  uniform  systems 
that  medical  institutions  which  receive  pay¬ 
ments  under  the  medicare  and  medicaid  pro¬ 
grams  must  utilize  for  reporting  such  items 
as  cost  of  operation,  volume  of  services,  reim¬ 
bursement  rates,  capital  assets,  and  dis¬ 
charge  and  bill  data. 

This  regulation  would  propose  criteria  and  pro¬ 
cedures  for  disclosure  by  providers  of  certain 
information  about  owners,  employees,  sub¬ 
contractors,  and  supplies.  The  regulations 
would  also  propose  criteria  for  HEW  access 
to  medicaid  provider  recori^.  | 
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m.  NlW  RaOTTLATIOIfS  CUMBHTLT  UmNOt  DEVSLOPMBtT  WiTHllf  TRB  DSTAKTlRirr  —Continued 


Title  of  recutfttton 


8to«eof 

devetopBuient 


OonUct  itenwn 


CiUtton 


SumiiiAry 


Hxalth  Carz  Fimamcinc  Administration  (HCFA)— Continued 


Safeguarda  for  Patient  NPRM^„.. 
Funds. 


Termination  of  Federal  n-  Final.... 
nancial  Participation  in 
Long-Term  Care  Facilities. 


Conditions  of  Participation  NPRM 
in  the  Medicare  Program 
for  Hospitals. 


Utilization  Review _  NPRM 


Standards  for  Clinical  Labo-  NPRM 
ratory  Personnel. 


Separate  Cost  Entities  and  NPRM ........... 

distinct  Parts. 


Extension  for  Proficiency  NPRM 
Exams  for  Clinical  Labo¬ 
ratory  Persormel. 


Professional  Standards  NPRM 
Review  Organizations 
(PSRO’s)  Sanctions  on 
Providers  and  Practition¬ 
ers. 


Statewide  Professional  Final . . 

Standards  Review  Organi¬ 
zations  (PSRO's). 


Destgiration  of  Statewide  NPRM 
Professional  Standards 
Review  Organization 

<PSRO)  in  Texas. 

Funding  of  Hospital  Review  NPRM 
by  Professional  Standards 
Review  Organizations 

(PSRO's). 


Benjamin  Latt,  Health  Standards  Sec.  1121(mXl)  of  the 
and  Quality  Bureau,  HCFA,  Room  Social  Security  Act. 
12A-46,  ParUawn  Bldg.,  5600  Fish¬ 
ers  Lane,  RockviUe,  Md.  20857, 

301-443-2420. 

James  Conrad,  Health  Standards  Secs.  1102  and  1003  of  the 
and  Quality  Bureau,  HCFA,  Room  Social  Security  Act. 

305,  East  High  Rise  Bldg.,  6401  Se¬ 
curity  Blvd.,  Baltimore,  Md.  21235, 

301-504-0743. 


This  rerilatlon  proposes  expanded  standards 
for  protection  of  personal  funds  of  medicare 
and  medicaid  patients  in  skilled  nursing  fa¬ 
cilities  and  intermediate  care  facilities. 

This  regulation  would  clarify  the  circum¬ 
stances  under  which  Federal  funding  will  no 
longer  be  available  to  skilled  nursing  facili¬ 
ties  or  intermediate  care  facilities  under  the 
medicaid  program.  It  would  also  cover  recon¬ 
siderations  and  administrative  hearing  provi¬ 
sions  in  State  medicaid  plans  for  those  pro¬ 
viders  whose  certification  has  been  terminat- 


Michael  Spodnik,  Health  Standards  Sec.  1861(eX9>  of 
and  Quality  Bureau.  HCFA,  Room  Social  Security  Act. 
9A-45,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane.  Rockville.  Md.  20857, 

301-443-1450. 

Jane  Tebbutt,  Health  Standards  and  Sec.  1903(gKlKc)  of 
Quality  Bureau,  HCIFA.  Room  Social  Security  Act. 
16A-27,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 

301-443-4985. 


Mike  Goldman,  Health  Standards  Sec.  1861(a)(10)  of 
and  Quality  Bureau,  HCFA,  Room  Social  Security  Act. 
322,  East  High  Rise  Bldg..  6401  Se¬ 
curity  Blvd.,  Baltimore,  Md.  21235, 

301-594-7932. 


ed. 

the  This  regulation  would  propose  revised  condi¬ 
tions  for  participation  in  medicare  for  hospi¬ 
tals.  It  would  simplify  the  language,  and 
update  the  requirements  to  reflect  changes 
in  legislation  and  advances  in  technology. 

the  The  regulation  would  propose  revised  require¬ 
ments  and  procedures  for  utilization  review 
in  health  care  institutions  participating  in 
medicare  and  medicaid  programs.  These  reg¬ 
ulations  would  provide  for  review  of  the 
medical  necessity  of  admissions  and  contin¬ 
ued  stays,  the  appropriateness  and  quality  of 
patient  care,  and  the  effectiveness  of  utiliza¬ 
tion  of  facility  and  health  professional  ser¬ 
vices. 

the  These  regulations  would  propose  uniform 
standards  for  personnel  employed  by  hospi¬ 
tal  and  Independent  laboratories  which  re¬ 
ceive  Federal  funds,  the  Intent  is  to  increase 
the  quality  of  services  rendered  by  qualified 
and  certified  personnel  in  clinical  laborato¬ 
ries. 


James  Conrad,  Health  Standards  Sec.  1861  (e),  (f),  (g),  and 
and  Quality  Bureau,  HCFA,  Room  (J)  of  the  Social  Security 
305,  East  High  rise  Bldg.,  6401  Se-  Act. 
curlty  Blvd.,  Baltimore.  Md.  21235, 

301-594-7942. 

Martha  C^estem,  Health  Standards  Secs.  1861(sKll)  and  1871 
and  Quality  Bureau,  HCFA,  Room  of  the  Social  Security 
324,  East  High  Rise  Bldg.,  6401  Se-  Act. 
rurity  Blvd.,  Baltimore,  Md.  21235, 

301-594-7930. 

Tony  Tirone,  Health  Standards  and  Sec.  1160  of  the  Social  Se- 
Quallty  Bureau.  HCFA,  Room  curity  Act. 

16A-39.  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  rockville,  Md.  20857,  301- 
443-3708. 


Stephen  Crane.  Office  of  General  Secs.  1102  and  1152  of  the 
Counsel.  Room  12-20,  Parklawn  Social  Security  Act. 

Bldg.,  5600  Fishers  Lane,  Rock¬ 
ville,  Md.  20357,  301-443-2520. 


Steven  Suard,  Health  Standards  and  Sec.  1152(a)  of  the  Social 
Quality  Bureau,  HCFA,  Room  Security  Act. 

13A-19.  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 

301-443-6477. 

Edward  Goodman,  Health  Standards  Sec.  1861(a)  of  the  Social 
and  Quality  Bureau,  HCFA,  Room  Security  Act. 

13A-19.  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 

301-443-1794. 


This  regulation  would  propose  conditions 
under  which  a  component  w^ch  provides 
typically  unskilled  care  within  a  hospital 
may  be  certified  as  a  provider  distinct  from 
the  hospital. 

This  regulation  proposes  to  reopen  proficiency 
examinations  for  clincial  laboratory  person¬ 
nel  (technologist,  cytotechnologist,  and  tech¬ 
nician)  by  eliminating  a  restriction  which 
prohibited  examinations  from  being  given 
after  Dec.  31, 1977. 

This  regulation  would  propose  criteria  for  in¬ 
voking  sanctions  against  a  health  care  practi¬ 
tioner  or  provider  who  claims  payment  for 
services  which  are  medically  unnecessary  or 
inappropriate,  do  not  meet  professionally 
^  recognized  standards,  or  are  not  adequately 
'  documented  as  to  medical  necessity  or  qual¬ 
ity. 

This  regulation  would  authorize  the  Secretary 
to  designate  statewide  PSRO  areas  in  those 
States  where  no  PSRO  areas  have  been  des¬ 
ignated,  if  the  physicians  in  the  State  favor  a 
statewide  area.  The  intent  is  to  enable  the 
PSRO  program  to  become  operational  in 
States  where  it  has  been  delayed. 

This  regulation  would  propose  designation  of 
Texas  as  a  statewide  PSRO  area. 


This  rerulatlon  would  propose  procediu^s  for 
reimbursing  the  cost  of  hospital  reviews  by 
PSRO’s. 
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ni.  New  RaoTJLATioifi  Cuxaxim.T  Undbi  DcvxLoncBrr  Witriii  ths  DePAamiirT -continued 


Title  of  refuletlon 


Stece  of 
developmnent 


ConUct  person 


Citation 


Summary 


Health  Care  FncAirciHO  Aoministratiom  (HCFA)— Continued 


Profeasional  Standarda  NPRM 
Review  Organization 

(PSRO)  Review  of  Inter* 
mediate  Care  Facilities. 


David  Ward,  Health  Standarda  and  Sec.  llS5(a)  of  the  Social 
Quality  Bureau,  HCFA,  Room  Security  Act. 

16A-27,  Parklawn  Bldg.,  6600  Fish- 
era  Lane,  Rockville,  Md.  30857. 


Waiver  of  Liability _  NPRM _  Larry  Sobel,  Health  Standards  and  Sec.  1158  of  the  Social  Se- 

Quality  Bureau,  HCFA,  Room  curity  Act. 

16A-44,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 

301-443-2808. 


Procedures  for  Hospital  Final 
Review  by  Professional 
Standards  Review  Organi¬ 
zation  (PSRO). 


Oeraldine  Ellis,  Health  Standards 
and  Quality  Bureau,  HCFA,  Room 
16A-27,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 
301-443-4654. 


Clarification  of  Professional  ......do 

Standards  Review  Organi¬ 
zations  Designation  for 
Los  Angeles,  Calif. 

Designation  of  Alternate  . do 

Professional  Standards 
Review  Organizations 
(PSRO’s) 


Steve  Suard,  Health  Standards  and 
Quality  Bureau,  HCFA  Room 
13A-19,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 
301-443-6477. 

Hal  Belodoff,  Health  Standards  and 
Quality  Bureau,  HCFA  Room 
16A-44,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 
301-443-4086. 


Orants  to  Professional  . . do... 

Standards  Review  Organi¬ 
zations  (PSRO’s). 

ConfidentiaUty  and  Dlsclo-  NPRM. 
sure  of  Information  of 
Professional  Standards 


. do. 


Review 

(PSRO's). 

Professional 

Review 

(PSRO's) 


Organizations 

Standards  NPRM...« 
Organizations 
Reconsider¬ 


ations  and  Appeals. 

Cemditions  of  Coverage  for  Final  with 
Renal  Transplants.  comment  pericxL 


Fire  Resistant  Floor  Cover-  NPRM . 
ing  Standards. 


life  Safety  Code . .  NOI. 


Histocompatibility  Testing ..  NPRM ........ 


Lois  Elberhard,  Health  Standards 
and  Quality  Bureau,  HCFA  Room 
16A-44,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 
301-443-2808. 

Larry  Sobel,  Health  Stsindards  and 
Quality  Bureau,  H(^A,  Room 
16A-44,  Parklawn  Bldg.,  5600  Fish¬ 
ers  Lane,  Rockville,  Md.  20857, 
301-443-2808. 

Janet  Harryman,  Health  Standards 
and  Quality  Bureau,  HCFA  Room 
301,  East  ^h  Rise  Bldg.,  6401  Se¬ 
curity  Blvd.,  Baltimore,  Md  31235, 
301-504-9713. 

Bernard  Parr,  Health  Standards  and 
Quality  Bureau,  HCFA  Room  320, 
East  High  Rise  Bldg.,  6401  Securi¬ 
ty  Blvd,  Baltimore,  Md  31235, 
301-694-0739. 

Mayer  Zimmerman,  Health  Stand¬ 
ards  and  QiuOity  Bureau,  HCFA, 
Room  300,  East  High  Rise  Bldg., 
6401  Security  Blvd.,  Baltimore, 
Md  21235,  301-594-0727. 

Charlotte  Conaway,  Health  Stand¬ 
ards  and  Quality  Bureau,  HCFA 
Room  324,  East  High  Rise  Bldg., 
6401  Security  Blvd,  Baltimore, 
Md  21236,  301-504-7761. 


Revocation  of  Electrical  Re-  NPRM ...................  Robert  Moore,  Health  Standards 

quirements.  '  and  Quality  Bureau,  HCFA,  Room 

301,  East  High  Rise  Bldg.,  6401  Se¬ 
curity  Blvd,  Baltimore,  Md  21235, 
301-504-9731. 


Secs.  1155  and  1156  of  the 
Social  Security  Act. 


Sec.  1103  of  the  Social  Se¬ 
curity  Act. 


Sec.  1152(bXlKB)  of  the 
Social  Security  Act. 


Secs.  1152,  1154,  1155(f) 
(2),  and  (3)  of  the  Social 
Security  Act. 

Sec.  1166(a)  of  the  Social 
Security  Act. 


Sec.  1159(a)  of  the  Social 
Security  Act. 


Secs.  226(g)  and  1102  of 
the  Social  Security  Act. 


Sec.  1801(3Ka)  of  the 
Social  Security  Act. 


Sec.  1861(j)(13)  of  the 
Social  Security  Act. 


Sec.  1861(a)(10)  of  the 
Social  Security  Act. 


Sec.  226(g)  of  the  Social 
Security  Act. 


These  regulations  would  propose  conditions 
under  which  PSRO’s  would  assume  responsi¬ 
bility  from  State  medicaid  agencies  for  re¬ 
viewing  the  quality  and  necessity  of  health 
care  services  provided  in  Intermediate  care 
facilities  and  intermediate  care  facilities  for 
the  mentally  retarded 

This  regulation  would  propose  criteria  for  de¬ 
termining  when  a  patient  or  provider  would 
not  be  held  liable  for  knowing  that  the  ser¬ 
vices  were  medically  unnecessary  or  other¬ 
wise  Inappropriate  before  the  services  have 
been  disproved  by  PSRO’s  for  medicare 
and  medicaid  payment. 

These  rules  would  establish  procedures  for  (1) 
PSRO  review  of  hospital  services  for  which 
payment  may  be  made  under  the  Social  Se¬ 
curity  Act;  (2)  PSRO  delegation  of  review 
functions  to  hospitals;  and  (3)  development 
and  use  of  norms,  criteria,  and  standards  for 
hospital  review. 

This  regulation  would  clarify  the  existing 
boundaries  for  profession 'd  standards  review 
organizations  in  Los  Angeles,  Calif. 


This  regulation  would  set  forth  criteria  and 
other  selection  factors  for  the  designation  of 
alternate  PSRO’s  in  areas  where  no  physi¬ 
cian  organization  is  available  for  designation 
as  a  priority  PSRO  imder  sec.  1152(bKlXA) 
of  the  Social  Security  Act. 

This  regulation  establishes  eligibility  criteria 
and  other  conditions  for  grants  to  PSRO’s. 

These  regulations  would  propose  criteria  to 
govern  the  acquisition,  protection,  and  dis¬ 
closure  of  information  obtained  or  generated 
by  PSRO’s. 

This  regulation  would  propose  procedures  for 
the  reconsideration  tf  the  determinations  of 
PSRO’s  and  the  review  of  such  reconsider¬ 
ations  by  statewide  professional  standards 
review  councils. 

This  regulation  would  exempt  pediatric  hospi¬ 
tals  from  certain  renal  transplant  center  cer¬ 
tification  requirements. 


This  regulation  would  propose  standards  for 
lire  resistant  floor  coverings  for  long-term 
care  facilities. 


This  notice  would  invite  suggestions  on  ap¬ 
proaches  for  implementing  by  regulation  the 
life  safety  code  for  hospitals,  skilled  nursing 
facilities,  and  intermediate  care  facilities. 

These  regulations  would  propose  clarification 
of  definitions  and  techniques  for  histocom¬ 
patibility  testing  carried  out  under  the  medi¬ 
care  program  for  Individuals  with  end-stage 
renal  disease  to  determine  if  a  donor  kidney 
will  be  compatible  with  recipient. 

This  regulation  proposes  to  revoke  require¬ 
ments  for  emergency  generators  and  ground 
fault  interrupters  in  freestanding  end-stage 
renal  disease  centers  because  they  have 
proved  unnecessary. 
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TTT  New  RBOULAnom  CusMimT  Uin>n  Dcvelopmcht  Wiihiii  ih*  D«pa*tiiiht  -Continued 


Title  of  recuUtlon  Stage  <a  Contact  peraon  Citation  Summary 

derelopmoent 


Hxalth  Care  Finahciho  Admihistratiom  (HCFA)— Continued 


Certification  of  Rural  Final 
Health  Clinics. 


Reimbursement  of  Rural  NPRM..... 
Health  Clinics. 


Medical  Day  Care  and  Am-  NOI< 
bulatory  Surgical  Centers. 


Abolition  of  Pharmaceutical  NPRM .... 
Reimbursement  Advisory 
Committee. 


Payments  to  Foreign  Hospi-  NPRM  .....v 
tals  for  Inpatient  Services. 


Medicare  Payments  to  Final .................... 

Indian  Health  Service  . 

(IHS)  Hospitals. 

Medicare  Reimbursement—  NPRM ................. 

Shared  Services. 


Health  Maintenance  Orga-  Final., 
nization  Qualifying  Con¬ 
ditions. 


Health  Maintenance  Orga-  ......do 

nization  (HMO)  Contracts. 


Reimbursement-Prepaid  NPRM ............ 

Plans. 


Rural  Health  Clinic  Ser-  Final .................... 

vices— Medicare. 


Lorraine  Kyttle,  Health  Standards 
and  Quality  Bureau,  HCFA  Room 
349,  East  High  Rise  Bldg.,  6401  Se¬ 
curity  Blvd..  Baltimore,  Md.  21235, 
301-594-9748. 


Marinos  Svolos,  Medicare  Bureau, 
HCFA  Room  106,  East  High  Rise 
Bldg.,  6401  Security  Blvd.,  Balti¬ 
more,  Md.  21235,  301-594-9315. 

Emily  J.  Nochols,  Medicaid  Bureau, 
HCFA  Room  2607,  Switzer  Bldg., 
330  C  St.  SW.,  Washington,  D.C. 
20201,  202-245-0384. 


Peter  Rodler,  Medicaid  Bureau, 
HCFA  Room  3076,  Switzer  Bldg., 
330  C  St.  SW.,  Washington,  D.C., 
202-472-3820. 


Hugh  J.  McConville,  Medicare 
Bureau,  HCFA  Room  412,  East 
High  Rise  Bldg.,  6401  Security 
Blvd.,  Baltimore,  Md.  21235,  301- 
594-9430. 

John  B.  Russell,  Medicare  Bureau, 
HCFA  Room  l-H-5,  Low  Rise 
Bldg.,  6401  Security  Blvd.,  Balti¬ 
more,  Md.  21235,  301-504-8260. 

Henry  H.  Eidman,  Medicare  Bureau, 
HCFA  Room  403,  East  High  Rise 
Bldg.,  6401  Security  Blvd.,  Balti¬ 
more,  Md.  21235,  301-594-9490. 

Marinos  T.  Svolos,  Medicare  Bureau, 
HCFA  Room  106,  East  High  Rise 
Bldg.,  6401  Security  Blvd.,  Balti¬ 
more,  Md.  21235,  301-594-9315. 


Sec.  1102  of  the  Social  Se-  Comments  received  in  response  to  firm!  rules 
curity  Act.  published  Feb.  8, 1978,  are  being  evaluated  to 

determine  whether  revised  fiiuJ  rules  are  re¬ 
quired.  These  regulations  establish  the  con¬ 
ditions  that  rural  health  clinics  must  meet  in 
order  to  be  certified  as  suppliers  of  services 
under  medicare  and  medicaid. 

Secs.  1902(aX13),  These  regulations  would  propose  prospective 

1833(aK8),  and  methods  for  reimbursing  rural  health  clinics 

1861(vXlXA).  under  medicare  and  medicaid. 

Sec.  1102  of  the  Social  Se-  ITie  notice  would  request  comments  on  a  pro- 
curity  Act.  posal  to  expand  regulations  coverittg  the 

medicaid  program  to  include  medical  day 
care  services  and  ambulatory  surgical  cen¬ 
ters.  The  notice  would  also  request  com¬ 
ments  on  a  proposal  to  seek  a  legislative 
amendment  to  permit  reimbursement  of  am¬ 
bulatory  surgical  centers  and  medical  day 
care  under  the  medicare  program. 

. do .  This  regulation  would  propose  to  amend  the 

procedures  by  which  the  Department  sets  a 
maximum  allowable  cost  for  drugs  for  which 
reimbursement  is  provided  under  medicare, 
medicaid,  and  other  programs  administered 
by  the  Department.  The  regulation  would 
propose  to  abolish  the  Pharmaceutical  Reim¬ 
bursement  Advisory  Coirunittee  and  substi¬ 
tute  public  hearings  and  the  use  of  corunil- 
tants. 

Secs.  1814(f)  (3)  and  (4)  ^This  regulation  would  propose  procedures  and 
and  1861(v)  of  the  Social  criteria  for  medicare  payments  for  covered 
Security  Act.  inpatient  services  furnished  to  beneficiaries 

by  foreign  hospitals. 

Sec.  1880  of  the  Social  Se-  This  regulation  would  provide  for  medicare 
curity  Act.  payment  for  services  rendered  in  IHS  hospi¬ 

tals  and  skilled  nursing  facilities. 

Secs.  1102  and  1861(v)  These  regulations  would  propose  criteria  to  en- 
(IXA)  of  the  Social  Secu-  courage  nonprofit  hospitals  to  pool  their  re- 
rity.  sources  and  to  share  services  by  allowing  the 

hospital  to  retain  a  portion  of  the  resulting 
savWs. 

Sec.  1876  of  the  Social  Se-  Comments  received  in  response  to  final  regula- 
curity  Act.  tions  published  Feb.  10, 1978,  are  being  eval¬ 

uated  to  determine  whether  a  revised  final 
rule  is  required.  These  regulations  revise 
qualification  and  related  grievance  require¬ 
ments  that  must  be  met  if  an  organization  is 
to  participate  as  an  HMO  under  the  medi¬ 


care  program. 

.do .  Sec.  1876  (a),  (i).  and  (J)  of  This  regulation  would  establish  requirements 

the  Social  Seciirity  Act.  for  contracts  between  the  Secretary  and 
HMO's  participating  in  the  medicare  pro¬ 
gram.  It  governs  contract  ^plication  proce- 
dtires,  denials,  terminations,  renewals,  effec¬ 
tive  dates,  responsibilities  of  the  HMO, 
rights  of  the  Secretary  to  inspect  and  audit 
the  HMO,  and  changes  in  ownership  of  the 
HMO. 

and  This  regulation  would  propose  principles  of  re- 
the  imbursement  for  health  care  prepayment 
plans  similar  to  those  applicable  to  health 
maintenance  organizations. 

Secs.  1102,  1833,  1861(aa),  Comments  received  in  response  to  fiiud  regula- 
and  1871  of  the  Social  tions  published  Mar.  1, 1978,  are  being  evalu- 
SecurityAct.  ated  to  determine  whether  a  revised  fliud 

rule  is  required.  This  regulation  governs  the 
coverage  and  reimbursement  of  rural  health 
clinic  services  under  the  medicare  program. 


Marinos  T.  Svolos,  Medicare  Bureau,  Secs.  1802 
HCFA  Room  106,  East  High  Rise  1833(aXlXA)  of 
Bldg.,  6401  Security  Blvd.,  Balti-  Social  Security  Act. 
more.  Md.  21235,  301-594-9314. 
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III.  Niw  RaouLATioifs  CuiwxirrLT  Urdxk  DBVKLOPiaarT  Within  thi  Difartmint -continued 


Title  of  retulAtlon 


SUge  of 
developmnent 


Contact  person 


Citation 


Summary 


Hcalth  Cars  FTnancino  Administration  (HCFA)— Continued 


ElimlnaUon  of  the  Combi-  ......do .....................  Hugh  J.  McConvUle,  Medicare  Sec.  ISSKvXlKA)  of  the 

nation  Method  of  Appor-  Bureau,  HCFA  Room  412,  East  Social  Security  Act. 

tionment  for  Providers.  High  Rise  Bldg.,  0401  Security 

Blvd.,  Baltimore,  Md.  21235,  301- 
594-9430. 

Transactions:  Provider  Cap-  ......do .....................  William  J.  Ooeller.  Medicare  Sec.  1102  of  the  Social  Se- 

Ital  Stock.  Bureau,  HCFA  Room  412,  East  curityAct. 

High  Rise  Bldg.,  6401  Security 
Blvd.,  Baltimore,  Md.  21235,  301- 
594-8170. 

Collection  of  Overpayments  ......do  ....................  Raymond  M.  SiUup,  Medicare  Secs.  1102,  1815,  1870,  and 

to  Providers.  Bureau,  HCFA  Room  B-2,  Owyn  1871  of  the  Social  Securl- 

Oak  Bldg.,  6401  Security  Bivd.,  ty  Act  and  Federal 
Baltimore,  Md.  21235,  301-594-  Claims  Collection  Act  of 
9319.  1966. 

Retractive  Adjustment  in  ......do ...................  Lawrence  J.  Ageloff,  Medicare  Sec.  1861(vXlXA)(il)  of  the 

Payments  to  Providers  in  Bureau,  HCFA  Room  469,  East  Social  Security  Act. 

Case  of  Erroneous  Reim-  High  Rise  Bldg..  6401  Security 

bursement  Methods.  Blvd.,  Baltimore,  Md.  21235,  301- 

594-6719. 

Allowance  for  Depreciation  _ _ do  ..................  Hugh  H.  McConvUle,  Medicare  Secs.  1814(b),  1815,  and 

Based  on  Asset  Costs.  Bureau,  HCFA  Room  412,  East  1861(vXl)  of  the  Social 

High  Rise  Bl(lg.,  6401  Seciulty  Security  Act. 

Blvd.,  Baltimore.  Md.  21235,  301- 
594-9595. 

Reasonable  Charges— Medi-  ......do  ...................  Paul  RieseL  Medicare  Bureau,  Secs.  1833(g)  and 

cal  Supplies.  HCFA  Room  190,  East  High  Rise  1842(bX3)  of  the  Social 

Bldg.,  6401  Security  Blvd.,  Balti-  Security  Act. 
more,  Md.  21235,  301-594-9595. 


Payment  for  Injections  and  ......do ....... 

Negotiated  Rates  for  Lab¬ 
oratory  Services. 

Medicaid  EligibiUty— Var-  _ do _ 

ious  Provisions  to  Imple¬ 
ment  Recent  Statutory 
Changes  and  to  Clarify 
Existing  Rules. 


. . do .  Secs.  1833(aXlXD)  and 

1833(h)  of  the  Social  Se¬ 
curity  Act. 

Mary  Kenesson,  Medicaid  Biu«au.  Section  1102  of  the  Social 
HCFA  Room  3511-B,  Switzer  Security  Act. 

Bldg.,  Washington,  D.C.  20201, 

202-472-6551. 


Reopening  Reimbursement  NPRM ...................  Mendel  S.  Kaufman,  Medicare  Sec.  1861(vXlXAXU)  of  the 

Determinations.  Bureau,  HCFA  Room  127,  East  Social  Security  Act. 

High  Rise  Bl(ig.,  6401  Security 
Blvd.,  Baltimore.  Md.  21235,  301- 
594-9232. 


Reduction  in  Grace  Period  NPRM . . do .  Secs.  1158(d)  and  1879  of 

Days  Where  Payment  is  the  Social  Security  Act. 

Made  for  Certain  Non¬ 
reimbursable  Expenses. 


Beneficiary  Liability  for  NPRM . . . An . . .  Sec.  1879  of  the  Social  Se- 

Items  or  Services  ex-  curity  Act. 

eluded  from  Medicare 

Coverage. 


Prohibition  Against  Assign-  NPRM  .................  John  B.  Russell.  Medicare  Bureau.  Secs.  1102, 1814.  1815,  1835, 

ment  of  Claims.  “  HCFA  Room  l-H-5.  Low  Rise  1870,  and  1871  at  the 

Bldg.,  6401  Security  Blvd.,  Balti-  Social  Security  Act. 
more,  Md.  21235,  301-594-9595. 


This  regulation  modifies  the  methodology  used 
to  determine  a  provider’s  reimbursable  costs 
for  services  furnished  to  medicare  beneficia¬ 
ries. 

This  regulation  would  establish  rules  for  the 
treatment  of  depreciation  for  purposes  of 
calculating  medicare  reimbursement,  includ¬ 
ing  cases  of  transfers  of  corporate  stock, 
mergers,  and  consolidations. 

This  regulation  wo\ild  authorize  the  Secretary 
or  his  designee  ot  compromise  claims  or  to 
suspend  or  terminate  collection  action  on 
claims  arising  from  medicare  overpayments. 

This  regulation  would  authorize  the  Secretary 
to  adjust  payment  made  to  medicare  provid¬ 
ers  under  an  erroneous  method  for  determin¬ 
ing  costs. 

This  regulation  would  clarify  and  exi>and  ex¬ 
isting  policy  for  determining  the  useful  lives 
of  depreciable  assets  used  in  the  provision  of 
patient  care.  The  regulation  would  also  pro¬ 
vide  for  the  proper  treatment  of  gains  and 
losses  on  the  disposal  of  assets. 

This  regulation  would  limit  relmbiursement 
under  the  medicare  and  medicaid  programs 
for  medical  services,  supplies,  and  equipment 
that  do  not  generally  vary  significantly  in 
quality  from  1  supplier  to  another.  Payments 
would  be  based  aa  the  lowest  charge  levels  at 
which  the  services  are  widely  and  consistent¬ 
ly  available  in  a  locality. 

This  regulation  would  set  a  reasonable  charge 
for  Injection  services  and  for  certain  diagnos¬ 
tic  laboratory  tests. 

Comments  received  In  response  to  final  regula¬ 
tions  published  Mar.  3. 1978,  are  being  evalu¬ 
ated  to  determine  whether  revised  final  rules 
are  required.  These  regulations  implement 
statutory  changes  including  medicaid  cover¬ 
age  for  eligible  persons  In  public  community 
residences  housing  no  more  than  16  persons. 

This  regulation  would  propose  criteria  for  re¬ 
opening  certain  provider  cost  reimbursement 
determinations. 


This  regulation  proposes  to  limit  reimburse¬ 
ment  to  only  1  additional  day  of  service  after 
a  medicare  beneficiary  or  provider  receives 
notice  that  the  services  are  excluded  from 
medicare  coverage.  Payments  would  be  al¬ 
lowed  for  up  to  2  additional  days  if  time  is 
needed  to  arrange  postdlscharge  care. 

This  regulation  proposes  criteria  under  which 
a  beneficiary  would  not  be  foimd  liable  for 
certain  noncovered  items  or  services  if  he  has 
not  been  notified  in  writing  that  the  items  or 
services  in  questiem  are  excluded  from  medi¬ 
care  coverage. 

This  regulation  proposes  criteria  and  proce¬ 
dures  to  prohibit  providers,  physicians,  and 
other  suppliers,  with  certain  exceptlmis, 
from  mtigning  claims  for  reimbursement  of 
services  to  other  persons  for  collection.  It 
would  also  impose  administrative  sanctions 
against  providers,  physicians,  and  suppliers 
who  violate  this  prohibition. 
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ni.  New  RnuLATXONS  CuMtoTrLT  UlfDDt  DKvxLOPimrr  Withih  thx  DcPAKTiOEirr— Continued 


Title  of  regulation  Stage  of  Contact  perMn  Citation  Summary 

developmnent 


Health  Care  Fihahcinc  Administration  (HCFA>— Continued 


Durable  Medical  Equipment  NPRM  — Paul  Rlesel,  Medicare  Bureau,  Sec.  1833(f)  of  the  Social 

HCli'A  Room  190,  East  High  Rise  Security  Act. 

Bldg.,  6401  Security  Blvd.,  Balti¬ 
more,  Md.  21235,  301-504-9595. 


Amendments— Fiscal  Inter-  NPRM John  W.  JansaE,  Medicare  Bureau,  Secs.  1816  and  1842  of  the 
mediaries.  HCFA  Room  209,  East  High  Rise  Social  Security  Act. 

Bldg.,  6401  Security  Blvd.,  Balti¬ 
more,  Md.  21235,  301-594-8431. 


Reopening  and  Revising  NPRM John  B.  Russell,  Medicare  Bureau,  Secs.  1842(b)  (3)  and  (4) 
Claims  Determinations  HCFA  Room  l-H-5,  Low  Rise  and  1869  of  the  Social 

Under  the  Medicare  Pro-  Bldg.,  6401  Security  Blv(L,  Baltl-  Security  Act., 

gram.  more,  Md.  21235,  301-594-8260. 

Health  Maintenance  Orgal-  NPRM Mendel  S.  Kaufman,  Medicare  Secs.  1102,  1861(vXlKA), 
sation  (HMD)  Reimburse-  Bureau,  HCFA  Room  127,  East  and  1876  of  the  Social 

ment  Appeals.  High  Rise  Bldg.,  0401  Security  Security  Act. 

Blvd.,  Baltimore,  Md.  21235,  301- 
594-9233. 

Conformance  with  Profes-  Final  with  Marinos  T.  Svoloe,  Medicare  Bureau,  Secs.  1152(e),  1154(b), 

sional  Standards  Review  comment  period.  HCFA  Room  106,  East  High  Rise  1155(aKl),  1158,  1164, 

Organization  (PSRO)  Bldg.,  6401  Security  Blvd.,  Balti-  and  1165  of  the  Social 

Regulations.  more,  Md.  21335, 301-594-9314.  Security  Act. 


Definition  of  Radiological  NPRM Paul  Riesel,  Medicare  Bureau,  Sec.  1833(aXlKB)  of  the 
Services.  HCFA  Room  412,  East  High  Rise  Social  Seciulty  Act. 

Bldg.,  Baltimore,  Md.  21235,  301- 
594-9595. 

Reimbursement:  Internship  NPRM William  J.  Ooeller.  Medicare  Secs.  1102,  1861(b), 

and  Residency  Programs.  Bureau,  HCFA  Room  412,  East  1861(vXl)  and  1903  of 

High  Rise  Bldg.,  6401  Security  the  Social  Security  Act. 

Blvd.,  Baltimore,  Md.  21235,  301- 

594-8170. 


Payment  for  Services  of  NPRM  Paul  Riesel,  Medicare  Bureau,  Secs.  1842(bX3)  and 

Physicians  in  Teaching  HCFA  Room  190,  East  High  Rise  1861(bX7XA)  of  the 

Hospitals,  for  Physician  Bldg.,  6401  Security  Blvd.  Baltl-  Social  Security  Act. 

Costs  to  Hospitals  and  more,  Md.  21235, 301-594-9505. 

Medical  Schools  and  for 
Volunteer  Services. 


Recodification  of  Medicare  NPRM- - — John  B.  Russell.  Medicare  Bureau.  Secs.  1811.  1812.  and  1813 

Regulations  Dealing  with  HCFA  Room  l-H-5.  Low  Rise  of  the  Social  Security 

Hospital  Insurance  Enti-  Bldg..  6401  Security  Blvd.  Balti-  Act. 

tlement.  Deductible  and  more.  McL  21235, 301-594-8260. 

Coinstuance  Require¬ 
ments. 


Schedule  of  Limits  on  Hos-  Notice 
pital  Inpatient  General 
Routine  Service  Costs 
Under  the  Medicare  Pro¬ 
gram. 


William  J.  Ooeller,  Medicare  Sec.  1861(vXl)  of  the 
Bureau,  HCFA  Room  412,  East  Social  Security  Act. 

High  Rise  Bldg..  6401  Security 

Blvd.  Baltimore.  Md.  21235,  301-  ** 

594-9820. 


This  regulation  would  propose  criteria  for  re¬ 
quiring  purchase  (on  a  lease  purchase  or 
other  basis)  of  an  item  of  dtuable  medical 
equipment*  when  purchase  would  be  less 
costly  or  more  practical  than  rental  Proce¬ 
dures  are  propo^  for  waiving  the  purchase 
requirement  and  coinsurance  In  qieclflc  cir¬ 
cumstances. 

This  regxilatlon  would  recodify  existing  regula¬ 
tions  dealing  with  contracts  between  the  Sec¬ 
retary  and  medicare  fiscal  intermediaries.  It 
also  proposes  standards,  criteria,  and  proce¬ 
dures  for  determining  the  efficiency  and  ef¬ 
fectiveness  of  those  Intermediaries  and  for 
assigning  providers  to  intermediaries. 

This  regulation  would  propose  to  revise  and 
expand  the  criteria  governing  the  reopening 
and  revision  of  medicare  benefit  payment  de¬ 
terminations. 

This  regulation  would  propose  criteria  for 
appeal  by  HMO’s  of  medicare  cost  reimburae- 
ment  decisions. 


These  regulations  would  conform  medicare 
rules  to  PSRO  regulations  which  govern  re¬ 
sponsibilities  of  PSRO's  for  determining  the 
medical  necessity,  quality,  and  appropriate¬ 
ness  of  health  services  for  which  payment 
may  be  made  under  medicare. 

This  regulation  would  propose  broadening  the 
scope  of  the  radiology  services  for  which 
medicare  would  reimburse  at  100  pet  of  rea¬ 
sonable  charges. 

This  regulation  would  propose  to  eliminate  the 
requirement  that  a  provider’s  costs  be  re¬ 
duced  by  the  amount  of  certain  grants  and 
donations  when  calculating  the  reimburse¬ 
ment  allowed  under  medicare,  medicaid,  or 
the  maternal  and  child  health  program. 
These  grants  and  doiuttlons  are  those  which 
support  approved  internship  and  residency 
programs  in  family  practice,  general  medi¬ 
cine,  and  general  pedUtrica 

This  regulation  proposes  criteria  under  which 
medicare  would  pay  reasonable  charges  for 
physician  services  in  teaching  hospitals  or 
would  reimburse  teaching  hospitals  for  the 
reasonable  costs  of  physician  servlcea  It 
wculd  also  specify  the  manner  and  extent  to 
which  payments  would  be  made  for  certain 
medical  school  costs  and  for  services  of  vol¬ 
unteer  physiciana 

This  regulation  would  propose  to  clarify,  sim¬ 
plify.  and  update  existing  regulations  per¬ 
taining  to:  (1)  entitlement  to  medicare  hospi¬ 
tal  Insurance  for  certain  groupa  and  (2)  the 
medicare  inpatient  hospital  coinsurance,  the 
posthospital  extended  care  coinsurance,  and 
the  blood  deductible. 

This  notice  contains  revised  limits  on  hospital 
inpatient  general  routine  servloe  costs  under 
the  medicare  program  for  cost  reporting  per- 
olds  beginning  on  or  after  July  1. 1978. 


0 
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III.  New  RaouLATioifs  CTTMBrrLT  UifOBi  DEvxLonairr  Wimm  ths  DcPARncsirr  —continued 


Title  of  regulation  Stage  of  Contact  peraon  Citation  Summary 

developmnent 


Assistant  Secretary  op  Edocation/National  Institute  op  Education 


Capacity  building  for  Stalls-  Final  with  a  Ms.  Donna  Mertens,  National  Center  Oeneral  Education  Provi- 
tical  Activities  in  State  comment  period,  for  Education  Statistics,  400  Mary-  slons  Act,  as  amended. 
Educational  Agencies.  land  Ave.,  SW.,  Washington,  D.C.  sec.  406(b)<3). 

20202,  202-245-7813. 


Museum  Services  Program...  Final .  Ms.  Peggy  Loar,  Institute  of  Museum  Services  Act . 

Museum,  Services,  200  Indepen¬ 
dence  Ave.  SW.,  Washington,  D.C. 

20202,  202-245-8753. 

Experimental  Program  for  . do .  Senta  Ralzer,  Associate  Director,  Oeneral  Education  Provi- 

Opportunities  in  Ad-  Dissemination  and  Resources,  sions  Act,  as  amended, 

vanced  Study  and  Re-  Group,  National  Institute  of  Edu-*  sec.  405. 

search  in  Education.  cation,  1200  10th  St.  NW..  Wash¬ 

ington,  D.C.  20208,  202-254-5040. 


Educational  Equity  Re-  . do .  Martin  O.  Milrod,  Plans  and  Oper-  General  Education  Provi- 

search  Grants  Program.  atlon.  Educational  Equity  Group,  sions  Act,  as  amended. 

National  Institute  of  Education,  sec.  405. 

1200  10th  St.  NW..  Washington. 

D.C.  20208. 


This  regulation  governs  the  award  of  discre¬ 
tionary  grants  to  build  the  statistical  capa¬ 
bilities  of  State  education  agencies.  The  reg¬ 
ulation  states  eligibility  conditions,  applica¬ 
tion  requirements,  funding,  criteria,  and 
other  rules  for  the  administration  of  the  pro¬ 
gram. 

This  regulation  governs  a  new  program  of  Fed¬ 
eral  financial  assistance  to  museums.  It 
states  eligibility  conditions,  application  re¬ 
quirements,  funding  criteria,  and  other  rules 
for  the  administration  of  the  program. 

This  regulation  establishes  rules,  procedures, 
and  criteria  governing  the  award  of  experi¬ 
mental  grants  to  institutions  to  improve  op¬ 
portunities  for  individuals  to  obtain  high 
quality  expertise  and  experience  in  educa¬ 
tional  research.  This  program  emphasizes 
these  opportunities  for  minority  persons  and 
women. 

This  regulation  will  establish  the  requirements 
procedures,  and  funding  criteria  for  a  grants 
program  to  improve  the  ability  of  schools  to 
meet  their  responsibilities  to  provide  equal 
educational  opportunities  for  students  of 
limited  English-speaking  ability,  women,  and 
students  who  are  socially,  economically,  or 
educationally  disadvantaged. 


Ojtice  of  Education 


Desegregation  of  Public  Final 
Education. 


Handicapped  Children’s  NPRM 
Early  Education  Program. 


Handicapped  Research  and  Final 
Demonstration  Program. 


Architectural  Barriers .  NPRM 


Work  Study  Program,  Sup-  Final...... 

plemental  Educational 
Opportunity  Grants  and 
National  Direct  Student 
Loans. 

Commissioner’s  Procedures  NPRM... 
for  Determining  Institu¬ 
tional  Eligibility  and  Rec¬ 
ognizing  National  Accred¬ 
iting  Bodies  and  State 
Agencies. 

Community  Service  and  Final...... 

Continuing  Education. 


Elton  Ridge,  Office  of  Education, 
400  Maryland  Ave.  SW.,  Room 
2001,  FOB-6.  Washington,  D.C. 
20202,  202-245-8484. 

Edward  Sontag.  Office  of  Education. 
400  6th  St.  SW.,  Donohoe  Bldg., 
Room  3117,  Washington,  D.C. 
20202,  202-245-0722. 


Max  Mueller,  Office  of  Eklucation, 
400  6th  St.  SW.,  Donohoe  Bldg., 
Room  3165,  Washington.  D.C. 
20202.  202-245-2275. 


Dr.  Frank  Withrow,  Office  of  Educa¬ 
tion,  400  6th  St.  SW.,  Donohoe 
Bldg.,  Room  4117,  Washington. 
D.C.  20202,  202-472-1503. 

Mr.  Hubert  Shaw,  Office  of  Educa¬ 
tion,  400  Maryland  Ave.  SW., 
Room  4004,  Washington,  D.C. 
20202,  202-245-0717. 


Civil  Rights  Act  of  1964 . 


Eklucation  for  the  Handi¬ 
capped  Act,  (EIHA),  Pub. 
L.  91-230,  sec.  623,  as 
amended  by  Pub.  L.  95- 
49. 

Part  E  of  the  Education  of 
the  Handicapped  Act. 
Pub.  L.  91-230,  as  amend¬ 
ed  by  Pub.  L.  95-49. 


Sec.  607  of  Education  of 
the  Handicapped  Act. 
added  by  Pub.  L.  04-142. 


The  Eklucation  Amend¬ 
ments  of  1976. 


’These  regulations  govern  awards  issued  under 
this  program  and  secure  eligible  projects 
that  facilities  the  desegregation  of  public  ele¬ 
mentary  and  secondary  schools. 

’The  proposed  amendments  will  increase  the 
programs  emphasis  on  the  unserved  birth-to- 
3-year  old  population.  In  addition,  they  add 
criteria  for  awarding  grants  to  experimental 
projects;  and  for  funding  model  programs 
validated  by  the  U.S.  Office  of  Eklucation. 

These  regulations  will  establish  application 
procedures  for  research  and  model  program 
grants  with  emphasis  toward  programs  for 
career  education,  the  economically  disadvan¬ 
taged,  rural  or  urban  children,  multi-handi¬ 
capped  children,  handicapped  children  in 
regular  classroom,  secondary-level  students, 
and  seriously  emotionally  disturbed  and 
handicapped  children. 

These  regulations  established  the  scope  of  the 
program,  and  its  relationaship  to  the  Federal 
regulations  governing  the  elimination  of  ar¬ 
chitectural  barriers,  application  require¬ 
ments  and  funding  criteria. 

’The  regulations  govern  the  award  of  grants  to 
assist  students  with  financial  needs  to  meet 
the  cost  of  postsecondary  education. 


Dr.  John  Proffitt,  Office  of  Educa-  ’The  Higher  Education  Act  ’These  regulations  state  the  Commissioner’s  re- 
tlon,  400  Maryland  Ave.  SW.,  of  1965.  as  amended  by  qulrements  and  procedures  for  recognition  of 

Room  3030,  ROB-3,  Washington,  ’The  Education  Amend-  national  accrediting  agencies  and  associ- 

D.C.  20202,  202-245-9873.  ments  of  1976.  atlons. 


Dr.  J.  Eugene  Weldon.  Office  of  The  Education 
Eklucation,  400  Maryland  Ave.  ments  of  1976. 
SW.,  Room  3717,  ROB-3.  Washing¬ 
ton,  D.C.  20202,  202-245-9868. 


Amend-  ’This  regulation  Is  designed  to  strengthen  and 
expand  the  community  service  and  continu¬ 
ing  education  activities  of  colleges  and  uni¬ 
versities  and  to  promote  community  wide 
sharing  of  educational  resources. 
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Title  of  raculatton 


StMe  of 
developmnent 


Contact  petaon 


ataUon 


Summary 


Omcx  or  EtetrcATioir— Continued 


Statewide  Planning— Inter-  . do . 

state. 


Academic  Facilities  Con-  ......do  ................ 

stniction.  Reconstruction, 
and  Renovation. 

Educational  Information  . .do  . . . 

Centers. 


Service  Ijeaming  Centers ...»  ......do .... 


Training  Program  for  Spe-  . do.. 

cial  Programs  Staff  and 
Leadership  Personnel. 

Establishment  and  Expan-  NPRM 
Sion  of  Conununity  Col¬ 
leges. 


Law  School  Clinical  Experi-  Final 
ence  Program. 


Procedures  for  Determining  NPRM 
Institutional  Eligibility 
imder  the  Higher  Educa- 
Uon  Act  of  1965. 


General  Provisions— Fiscal  NPRM .. 
Eligibility  for  Institutions 
Standards. 

Basic  Educational  Opportu-  NPRM.. 
nity  Grants— Family  Con¬ 
tribution  Schedule  1979/ 

1980  and  Independent 
Student. 


Career  Education— State  Al-  NPRM ........... 

lotment  and  Discretionary 
Programs. 


Centers  on  Educational  NPRM._... 
Media  and  Materials  for 
the  Handicapped. 


Charles  I.  Griffith.  Office  of  Educa¬ 
tion,  400  Maryland  Ave.  SW.. 
Room  4052,  ROB-3,  Washington, 
D.C.  20202,  202-245-2671. 


Thomas  F.  McAnallen,  Office  of 
Education,  400  Maryland  Ave. 
SW.,  Room  3716,  ROB-3.  Washing¬ 
ton.  D.C.  20202,  202-245-3253. 

Mary  K.  Smith,  Office  of  Education, 
400  Maryland  Ave.  SW..  Room 
3514,  ROB-3,  Washington,  D.C. 
20202,  202-245-2511. 


Barbara  W.  Freeman.  Office  of  Edu¬ 
cation,  400  Maryland  Ave.  SW., 
Room  3514,  ROB-3,  Washington, 
D.C.  20202,  202-245-2511. 

Mary  K.  Smith,  Office  of  Education. 
400  Maryland  Ave.  SW..  Room 
3514  ROB-3.  Washington.  D.C. 
20202.  202-245-2511. 

Dr.  Stanley  Patterson,  Office  of 
Education.  400  Maryland  Ave. 
SW.,  Room  3044,  ROB-3,  Washing¬ 
ton.  D.C.  20202,  202-436-9756. 


Dr.  Donald  N.  Bigelow.  Office  of 
Education,  400  Maryland  Ave. 
SW.,  Room  3060,  ROB-3,  Washing* 
ton.  D.C.  20202,  202-245-2347. 

Mr.  John  R.  Proffitt.  Office  of  Edu¬ 
cation,  400  Maryland  Ave.  SW.. 
Room  3522,  ROB-3.  Washington. 
D.C.  20202,  202-245-9873. 


..  William  Moran.  Office  of  Education, 
400'  Maryland,  Ave.  SW.,  Room 
4923,  ROB-3,  Washington,  D.C. 
20202,  202-245-1744. 

..  ......do . . . 


Dr.  Sidney  High,  Jr.,  Office  of  Edu¬ 
cation.  7th  and  D  Sts.  SW..  Room 
3108-A  Washington,  D.C.  20202, 
202-245-2331. 


Barry  Katz.  Office  of  Education.  400 
6th  St.  SW.,  Donohoe  Bldg..  Room 
4819.  Washington.  D.C.  20202,  202- 
472-4640. 


Title  ZII.  sec.  1203  of  This  regulation  governs  grants  to  States  for 
Higher  Education  Act  of  planning,  developing,  and  carrying  out  inter- 
1065,  as  amended.  state  cooperative  postseccmdary  education 

projects.  The  purpose  is  to  increase  the  ac- 
<  cessibility  of  postsecondary  educational  op¬ 

portunities  for  the  residents  of  the  States 
and  to  assist  in  carrying  out  postsecondary 
education  programs  in  a  more  effective  and 
economical  manner. 

The  Higher  Education  Act  This  regulation  governs  the  award  of  grant 
of  1965,  as  amended  by  and  loan  assistance  to  public  and  private  in- 
The  Education  Amend-  stitutions  of  higher  education  academic  fa- 


ments  of  1976.  cilltles. 

....do .  The  purpose  of  this  regulation  is  to  provide 


educational  Information,  guidance,  counsel¬ 
ing  and  referral  services  to  all  individuals  in 
a  State  through  centers  located  within  a  rea¬ 
sonable  distance  of  all  residents.  Including 
those  Individuals  residing  in  rural  areas. 

.do . .  This  regulation  la  designed  to  provide  remedial 

and  other  special  services  to  students  en- 
-  rolled  at  institutions  of  higher  education. 


.do . . . .  This  regulation  is  designed  to  administer  the 

training  of  staff  and  leadership  personnel 
who  specialize  in  programs  to  assist  students 
from  disadvantaged  backgrounds. 

.do . .  This  regulation  governs  the  award  of  funds  to 


State  commissions  to  develop  and  Implement 
statewide  plans  for  the  expansion  and  im¬ 
provement  of  postsecondary  education  pro¬ 
grams  in  community  colleges.  It  also  governs 
the  award  of  grants  for  the  establishment  of 
new  community  colleges,  expansion  of  pro¬ 
grams  in  existing  community  colleges,  and 
leasing  of  facilities. 

.do _ .................... _ ..........  This  regulation  governs  the  award  of  grants  to 

accredited  law  schools  to  establish  or  expand 
demonstration  projects  providing  clinical  ex¬ 
perience  to  law  students  in  the  practice  of 
law. 


The  Higher  Education  Act 
of  1965,  as  amended.  The 
Vocational  Education  Act 
of  1963,  as  amended  by 
title  n  of  the  Education 
Amendments  of  1976. 

The  Education  Amend¬ 
ments  of  1977. 


Career  Education  Incentive 
Act. 


Education  for  the  Handi¬ 
capped  Act,  as  amended 
by  The  Education  of  the 
Handicapped  Amend¬ 
ments  of  1977. 


This  regulation  will  be  used  to  determine 
whether  an  institution  of  higher  education,  a 
proprietary  institution  of  higher  education,  a 
vocational  school,  and  an  area  vocational 
school  meet  the  statutory  definitions  of 
those  terms. 

These  regulations  will  set  minimum  fiscal  and 
administrative  standards  which  an  institu¬ 
tion  should  meet  in  order  to  maintain  eligi¬ 
bility  for  title  IV  student  aid  programs. 

These  regulations  will  contain  the  formulas 
used  In  determining  student  eligibility  on  the 
basis  of  financial  need  for  the  Basic  Educa¬ 
tional  Opportunity  Grant  program.  The  reg¬ 
ulations  also  set  forth  a  revised  definition  of 
an  Independent  student  which  will  improve 
the  classification  of  students  as  dependent  or 
Independent  for  purposes  of  participation  in 
the  Federal  Student  Financial  Aid  program. 

This  regulation  will  govern  4  new  programs  of 
fliumcial  assistance  to  enable  public  and  pri¬ 
vate  nmiproflt  agencies  to  make  career  edu¬ 
cation  a  major  goal  by  increasing  emphasis 
on  career  awareness,  exploration,  decision¬ 
making,  and  planning. 

This  regiOation  makes  technical  changes  in  the 
regulations  which  govern  the  Medif  Services 
and  Captioned  Films  program.  The  regula¬ 
tion  also  Increases  flexibility  in  the  adminis¬ 
tration  of  the  program  and  increases  the 
number  of  grant  recipients. 
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Title  of  reffulatlon 


State  of 
developmnent 


Contact  peiaon 


Citation 


8uiiinuu*y 


Office  of  Education— Continued 


Education  Hearing  Board .  NPRM 


School  Assistance  in  Feder-  NFRM 
ally  Affected  Areas— 
Technical  Amendments 
and  Definitions. 


Educationally  Deprived  Final 
Children— Migrants. 


Library  Services  and  Con-  NPRM 
struction  Act. 


Dr.  David  S.  Pollen.  Office  of  Educa¬ 
tion,  400  Maryland  Ave.  SW., 
Room  4025,  Washington,  D.C. 
20202, 202-245-7835.  • 


Mr.  William  L.  Stormer,  Office  of 
Education,  400  Maryland  Ave. 
SW.,  Room  2107,  FOB-6.  Washing¬ 
ton.  D.C.  20202,  202-245-8427. 


Vidal  A.  Rivera.  Jr.,  Office  of  Educa¬ 
tion,  400  Maryland  Ave.  SW., 
Room  3642,  ROB-3,  Washington, 
D.C.  20202,  202-245-2427. 


Elizabeth  H.  Hughey,  Office  of  Edu¬ 
cation,  400  Maryland  Ave.  SW., 
Room  3022  ROB-3,  Washington, 
D.C.  20202,  202-245-2813. 


General  Education  Provi¬ 
sions  Act. 


Financial  Assistance  for 
Local  Educational  Agen¬ 
cies  Affected  by  Federal 
Activity— “Impact  Aid”. 


Elementary  and  Secondary 
Education  Act  of  1965,  as 
amended  by  The  Educa¬ 
tion  Amendments  of 
1972,  and  The  Education 
Amendments  of  1974. 

Library  Services  Act,  as 
amended  by  Library  Ser¬ 
vices  and  Construction 
Act  Amendments  of  1977. 


These  regulations  establish  an  Education 
Hearing  Board  to  provide  impartial  adminis¬ 
trative  procedures  for  educational  institu¬ 
tions  or  State  and  local  agencies  to  appeal 
adverse  audit  findings  or  orders  of  OE  offi¬ 
cials. 

These  regulations  amend  current  regulations 
governing  the  award  of  Federal  assistance  to 
school  districts  for  current  expenditures  in 
areas  affected  by  Federal  activities.  The  pro¬ 
posed  technical  changes  provide  definitions— 
for  terms  as  employed  on/work  on  Federal 
property  and  suitable  free  public  education. 

These  regulations  govern  the  awarding  of 
grants  to  State  education  agencies  for  pro¬ 
grams  to  meet  the  special  educational  needs 
of  migratory  children  of  migratory  agricul¬ 
tural  workers  or  of  migratory  fishermen. 

These  regulations  Implement  the  Library  Ser¬ 
vices  and  Construction  Act  as  amended  Oct. 
9,  1977.  Revisions  include  the  requirement 
that  Federal  fimds  expended  for  administra¬ 
tive  purposes  must  be  equally  matched  with 
State  or  other  non-Federal  funds. 


Hubcan  Developbient  Services 


State  Agency  on  Aging  Au-  Final... 
thority  to  Approve  Exten¬ 
sions  of  the  3-Year  Limit 
on  Projects. 

Title  XX  Anti-Fraud  and  NPRM 
Abuse:  Provider  disclosure 
provisions  (Comparison  of 
HCFR  and  PHS  Regs.). 


State  Standard  Setting  for  Final 
Small  Group  Homes— 

“Keys  Amendment”. 


'  Title  I,  ESEA,  Evaluation  NPRM 
Regulations. 


Suspension,  Termination.  Final ...................... 

and  Voiding  of  Assist¬ 
ance-Emergency  School 
Aid  Amendment. 

Department  Grant  Appeals  . do 

Process— Technical 
Amendments. 


Special  Compensatory  Pro-  do..,.. 

Jects,  Maintenance  of 
Effort,  and  Technical 
Changes—. 


Gene  Handelsman,  Room  4274,  Title  III  of  Older  American 
HEW  North  Bldg.,  330  Indepen-  Act  of  1965,  as  amended 
dence  Ave.,  SW..  Washington,  D.C.  (Pub.  L.  94-135). 

20201,  202-245-0011. 

Johnnie  Brooks,  Administration  for  Medicaid-Medicare  Anti- 
Public  Services,  Human  Develop-  Fraud  and  Abuse  Amend¬ 
ment  Services,  330  C  St.  SW.,  ments  Pub.  L.  95-142, 
Washington,  D.C.  20201,  202-245-  secs.  3  and  8. 

9415. 


.do .  The  Unemployment  Com- 

pensaton  Act  Amend¬ 
ments  of  1976,  Pub.  L. 
94-506,  sec.  505(c). 


Judy  Bumes,  400  Maryland  Ave  The  Education  Amend- 
SW.,  Room  3040,  Washington,  D.C.  ments  of  1974. 

20202,  202-245-8364. 


Jesse  J.  Jordan,  Office  of  Education,  Emergency  School  Aid  Act. 
400  Maryland  Ave.  SW.,  Room 
2007,  FOB-6.  Washington,  D.C. 

20202,  202-245-7965. 

Thomas  M.  Reynolds.  Department  Reorganization  Plan  No.  1 
of  Health,  Education  and  Welfare,  of  1953. 

330  Independence  Ave.  SW..  Room 
3766,  North  Bldg..  Washington, 

D.C.  20201,  202-245-7342. 

Thomas  W.  Fagan.  Office  Education,  Emergency  School  Aid  Act, 
400  Maryland  Ave.  SW.,  Room  as  amended  by  secs.  321 
2017,  FOB-6.  Washington.  D.C.  and  323(aK5)  of  Pub.  L. 
202-245-0931.  94-482. 


This  regulation  transfers  authority  to  approve 
extensions  of  the  3-year  limitation  on  social 
services  projects  from  the  Commissioner  on 
Aging  to  State  agencies  on  aging. 

This  regulation  would  roplse  criteria  and  pro¬ 
cedures  for  the  disclosure  of  ownership  inter¬ 
ests  of  providers  of  medical,  remedial,  and 
social  services  and  the  disclosure  of  individ¬ 
uals  associated  with  the  provision  of  services 
who  have  beeii  convicted  of  fraud  against 
any  of  these  programs. 

The  Department  is  considering  whether  to 
publish  a  revised  fliuU  regulation  and  is  ana¬ 
lyzing  public  comments  received  in  response 
to  the  final.  The  regulation  requires  States 
to  set  standards  for  small  group  homes 
where  aged  and  disabled  recipients  of  bene¬ 
fits  from  the  Supplementary  Security 
Income  program  are  likely  to  live. 

These  regulations  establish  models  and  stand¬ 
ards  for  use  of  local  educational  agencies  and 
State  educational  agencies  in  the  evaluation 
of  all  programs  funded  under  title  I.  Elemen¬ 
tary  and  Secondary  Education  Act. 

These  regulations  will  apply  the  Department 
Grant  Appeals  process  to  decisions  to  termi¬ 
nate  assistance  imder  the  Emergency  School 
Aid  Act. 

These  regulations  will  make  the  Department 
Grant  Appeals  Process  apply  to  the  resolu¬ 
tion  of  disputes  arising  from  determinations 
to  terminate  assistance  under  the  Emergency 
School  Aid  Act. 

These  regulations  establish  standards  govern¬ 
ing  awards  of  assistance  for  compensatory 
services  to  students  who  no  longer  receive  as¬ 
sistance  under  title  I  because  of  changes  in 
desegregation  plans,  and  make  technical 
changes  to  ESAA  regulations. 
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Title  of  regulation 

Stage  of 
developmnent 

Contact  person  Citation 

Summary 

Hukan  Development  Services— Continued 

Magnet  Schools— Emergen¬ 
cy  School  Aid. 

as  amended  by  Pub.  L 
794-482. 

These  regulations  govern  awards  for  planning 
and  operating  magnet  schools,  cooperative 
programs  between  local  educational  agencies 
and  universities  or  businesses,  and  planning 
neutral  site  schools. 

Social  Sbcuritt  Administration 

Disclosure  of  Offtcfal  Rec-  NPRM _  Mr.  Kenneth  Dyer,  OfHce  of  Poiicy  Privacy  Act  of  1974,  Pub. 

ords  and  Information.  and  Regulations.  6401  Security  L.  93-579.  secs.  1-4,  7  and 

Blvd.,  Baltimore,  Md.  21235,  301-  8. 

594-7454. 

Crediting  Quarters  of  Cov-  Pinal _  Mr.  John  Modler,  Office  of  Policy  Social  Security  Amend- 

erage.  and  Regulations,  6401  Security  ments  of  1977,  Pub.  L. 

Blvd.,  Baltimore.  Md.  21235,  301-  95-216,  sec.  351. 

594-7337. 


Totalization  Agreements _  Pinal  with  . do 

comment  period. 


Social  Security  Amend¬ 
ments  of  1977,  Pub.  L. 
95-216.  sec.  351. 


New  Methods  for  Comput-  Final, 
ing  Monthly  Benefit 
Amounts. 


Increase  in  Old-Age  Benefit  ......do . 

Amounts  for  Delayed  Re¬ 
tirement;  Widows  and 
Widowers  Insurance 
Benefits  in  Cases  of  De¬ 
layed  Retirement. 


Determining  Amount  Pay¬ 
able  on  Basis  of  Pre-1951 
Wages;  Subsequent  Actu¬ 
arial  Reduction  of  Benefit 
Increases. 


. do . 


Mr.  Jack  Schanberger,  Office  of  Social  Security  Amend- 
Policy  and  Regulations,  6401  Secu-  ments  of  1977,  Pub.  L. 
rity  Blvd.,  Baltimore,  Md.  21235,  95-216,  sec.  201. 

301-504-6785. 


Ms.  Vera  J.  Schlosser,  Office  of  Social  Security  Amend- 
PoUcy  and  Regulations,  6401  Secu-  ments  of  1977,  Pub.  L. 
rity  Blvd.,  Baltimore,  Md.  21235,  95-216,  secs.  203  and  204. 

301-594-7332. 


Mr.  Marval  Cazer,  Office  of  Policy  Social  Security  Amend- 
and  Regulations.  6401  Security  ments  of  1977,  Pub.  L. 
Blvd.,  Baltimore.  Md.  21235,  301-  95-216,  secs.  201(d)  and 

594-7463.  231. 


Requirements  for  Entitle-  _ do.. 

ment  or  Reentitlement  to 
Child's  Benefits, 

Extension  of  Special  Age  72  ......do .. 

Payments  and  SSI  Bene¬ 
fits  to  the  Northern  Mari¬ 
ana  Islands. 


I 

Reduction  of  Benefits  to  .do.. 

Maximum  a  Family  Can 
Receive. 


.........  Ms.  Vera  J.  Schlosser.  Ofrice  of 

Policy  and  Regulations,  6401  Secu¬ 
rity  Blvd.,  Baltimore.  Md.  21235, 
301-594-7332. 

.........  Mr.  Sander  Weissman,  Office  of 

Policy  and  Regulations,  6401  Secu¬ 
rity  Blvd.,  Baltimore.  Md.  21235, 
301-594-7341. 


Mr.  Jack  Schanberger.  Office  of 
Policy  and  Regulations,  6401  Secu¬ 
rity  Blvd.,  Baltimore.  Md.  21235, 
301-594-6785. 


Sec.  202  of  the  Social  Secu¬ 
rity  Act. 


Covenant  to  establish  a 
Commonwealth  of  the 
Northern  Mariana  Is¬ 
lands  in  Political  Union 
with  the  United  States  of 
America,  Pub.  L.  94-241, 
sec.  502(a). 

Social  Security  Amend¬ 
ments  of  1977,  Pub.  L. 
95-216,  sec.  202. 


Provides  for  disclosure  of  Information  from 
social  security  records  under  the  social  Secu¬ 
rity  Act,  the  Fredoom  of  Information  Act, 
the  Privacy  Act,  and  other  related  statutes. 

Changes  the  way  a  quarter  of  coverage  is  de¬ 
termined  to  reflect  the  Social  Security 
Amendments  of  1977.  Beginning  Jan.  1, 1978, 
a  quarter  of  coverage  la  determined  on  the 
basis  of  the  total  amount  of  wages  and  self- 
employment  income  credited  to  a  person  in  a 
calendar  year. 

Implements  a  provision  that  authorizes  the 
President  to  enter  into  bilateral  agreements 
with  other  countries  to  provide  for  coordina¬ 
tion  between  the  social  secririty  system  of 
the  United  States  and  other  countries.  Per¬ 
mits  each  country  to  establish  entitlement  to 
and  amount  of  benefits  based  on  a  combina¬ 
tion  of  a  person’s  periods  of  coverage  under 
s(xdal  security  systems  of  both  coimtries. 

Explains  the  decoupling  provisions  of  Uie 
Social  Security  Amendments  of  1977  where¬ 
by  a  worker's  basic  bmefit  amount  is  com¬ 
puted  from  his  earnings  as  a  ratio  of  the 
total  earnings  of  all  srorkers.  Explains  the 
amended  provisions  for  computing  minimum 
benefit  amounts  and  oost-of-Uvlng  Increases 
and  recomputing  the  basic  benefit. 

Implements  a  provision  to  increase  monthly 
payments  of  workers  to  give  them  greater 
cr^t  for  months  in  which  they  are  at  least 
65  and  do  not  receive  benefits  because  of 
earnings.  Also  provides  for  passing  along  a 
worker's  credit  for  delayed  retirement  to  a 
surviving  spouse. 

Simplify  methods  for  computing  the  benefits 
of  a  person  reaching  age  21  after  1936  but 
before  1951  and  who  retires,  becomes  dis¬ 
abled,  or  dies  after  December  1977.  A  person 
Initially  entitled  to  a  reduced  benefit  who 
later  becomes  entitled  to  an  Increase  srill 
have  the  increased  payment  reduced  by  the 
same  percentage  that  applied  to  the  initial 
payment. 

Distinguishes  between  is  unmarried  and  has 
not  married  for  purposes  of  determining  en¬ 
titlement  to  monthly  payments. 

Provides  that  people  residing  in  the  Northern 
Mariana  Islands,  who  are  otherwise  quali¬ 
fied,  are  eligible  for  special  age  72  payments 
and  supplemental  security  income  in  the 
same  manner  and  imder  the  same  conditions 
as  people  now  residing  in  the  50  States  and 
the  District  of  Columbia. 

Provides  a  new  formula  for  determining  the 
maximum  monthly  benefit  that  a  family  can 
receive. 
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Title  of  refulatlon 


in.  New  RnuLATioNS  CT7iuiKim.T  Under  Development  Within  the  Department— continued 


SUge  of  Contact  penon 

developmnent 


Citation 


Summary 


Social  Sbcuritt  Administration— Continued 


Determining  Medical  Equiv-  NPRM ...................  Mr.  William  Ziegler,  Office  of  Policy  Secs.  205.  223,  1102,  1614, 

alence  and  Notice  of  Dis-  and  Regulations,  6401  Security  and  1631  of  the  Social 

charge  from  Hospital.  Blvd.,  Baltimore,  Md.  21235,  301-  Security  Act,  as  amended. 

594-7415. 


Reduced  Benefits  for  Final  with  Mr.  Jack  Schanberger,  Office  of  Social  Security  Amend- 

Spouses  Receiving  Gov-  comment  period.  Policy  and  Regulations,  6401  Secu-  ments  of  1077,  Pub.  L. 

emment  Pensions.  rity  Blvd.,  Baltimore,  Md.  21235,  95-216,  sec.  334. 

301-504-6785. 


Change  in  Earnings  Test;  „....do  ...................  Ms.  Clara  Powell.  Office  of  Policy  Social  Security  Amend- 

Elimination  of  the  Month-  and  Regulations,  6401  Security  ments  of  1977,  Pub.  L. 

ly  Measure.  Blvd.,  Baltimore,  Md.  21235,  301-  95-216,  secs.  302  and  303. 

594-7459. 


Definition  of  Wages:  Mill-  Final  ....................  Mr.  Kenneth  Dyer.  Office  of  Policy  Social  Security  Amend- 

tary  Service  Wage  Credits;  and  Regulations,  6401  Security  ments  of  1977,  Pub.  L. 

Adjusting  Contribution  Blvd.,  Baltimore,  Md.  21235,  301-  95-216,  sec.  351. 

and  Benefit  Base.  594-7454. 


Recovery  of  Overpayments;  NPRM-.« 
Extension  of  Recovery 
Period. 

Deemed  Filing  of  Waiver  of  Final ........ 

Tax  Exemption  by  Reli¬ 
gious.  Charitable,  and 
Other  Organizations  De¬ 
scribed  in  Section 
601(aX3)  of  the  Internal 
Revenue  Code. 

Income  from  Self-Employ-  ......do— ... 

ment  of  Umlted  Partner. 


Mr.  Marval  Cazer,  Office  of  Policy  Secs.  204  and  205  of  the 
and  Regulations,  6401  Seciulty  Social  Security  Act. 

Blvd.,  Baltimore,  Md.  21235,  301- 
504-7463. 

Mr.  Kenneth  Dyer.  Office  of  Policy  Social  Security  Amend- 
and  Regulations,  6401  Sectirity  ments  of  1977,  Pub.  L. 

Blvd.,  Baltimore,  Md.  21235,  301-  95-216,  sec.  312. 

594-7454. 


Ms.  Dorothy  Algea,  Office  of  Policy  Social  Security  Amend- 
and  Regulations,  6401  Security  ments  of  1977,  Pub.  L. 
Blvd.,  Baltimore,  Md.  21235,  301-  95-216,  sec.  313. 

594-5567. 


Equitable  Adoption...............  NPRM Ms.  Vera  Schlosser,  Office  of  Policy  Sec.  202  of  the  Social  Secu- 

and  Regulations,  6401  Security  rity  Act. 

Blvds.,  Baltimore,  Md.  21235,  301- 
504-733X 

State  and  Local  Qovemi  NPRM.— Mr.  Armand  Exposlto,  Office  of  An  act  to  amend  the  SSA 
ment  Wage  Reporting  Re-  Policy  and  Regulations,  6401  Secu-  Act  to  expedite  the  hold- 

quirements;  Annual  Basis.  rity  Blvd.,  Baltimore,  Md.  21235,  ing  of  hearings  under 

301-594-7455.  tiUes  U,  XVI,  and  XVIII 

by  establishing  uniform 
review  procedures  tmder 
such  titles,  and  for  other 
purposes,  Pub.  L.  94-202, 
secs.  7  and  8. 

State  and  Local  Coverage—  Final . do . — — — .  Sec.  218(e)  of  the  Social 

Frequency  with  Which  Security  Act. 

States  Should  Deposit 

Social  Security  Contribu¬ 
tions. 

Substantial  Gainful  Earn-  ......do Mr.  Harry  Short,  Office  of  Policy  Social  Sectirity  Amend- 

ings  Guidelines  for  Per-  and  Regulations,  6401  Security  ments  of  1977,  Pub.  L. 

sens  Disabled  Due  to  Blvd.,  Baltimore,  Md.  21235,  301-  95-216,  sec.  335. 

Blindness.  594-7414. 


Defines  evidence  requirements  for  determining 
whether  an  individual’s  impairment  is  equiv¬ 
alent  to  a  Usted  impairment  in  the  appendi¬ 
ces  of  regulations,  pt.  404  and  416.  Also  elimi¬ 
nates  the  requirement  under  title  U  that  the 
Social  Security  Administration  be  promptly 
notified  upon  a  beneficiary’s  discharge  from 
a  hospital  or  other  similar  institution. 

Explains  the  pension  offset  provision  whereby 
a  spouse’s  social  security  benefit  will  be 
offset,  or  reduced,  by  the  amount  of  a  public 
pension  to  which  he  or  she  is  eligible.  ’There 
is  an  exception— offset  does  not  apply  to 
spouses  who  are  eligible  for  a  public  pension 
anytime  before  December  1982  and  who  meet 
the  social  security  requirements  that  were  in 
effect  in  January  1977  (i.e.,  an  applicant  for 
husband’s  or  widower’s  benefits  must  have 
met  a  one-half  support  requirement.) 

Implements  a  provision  which  permits  pay¬ 
ment  of  monthly  benefits  because  of  low 
earnings  in  a  month  only  at  the  time  of  ini¬ 
tial  retirement.  ’Thereafter,  the  right  to  pay¬ 
ments  depends  on  earnings  in  a  year. 

Reflects  a  change  in  granting  military  wage 
credits  for  compensation  other  than  cash. 
Changed  from  a  monthly  amoimt  to  an 
annual  amount  to  conform  to  new  annual  re¬ 
porting  of  wages. 

Liberalizes  the  period  for  recovery  of  an  over¬ 
payment  by  removing  the  present  3-year 
time  limitation  in  which  overpayments  must 
be  recovered. 

Provides  for  a  deemed  filing  of  waivers  of  tax 
exemptions  by  religious,  charitable,  or  other 
organizations  described  in  the  Internal  Reve¬ 
nue  Code. 


Excludes  from  self-employment  Income  the 
distributive  share  of  partoershlp  income  de¬ 
rived  by  a  limited  partner.  A  limited  partner 
renders  no  services  to  the  business  and  can 
lose  no  more  than  the  investment. 

Sets  factors  to  be  considered  in  determining 
whether  a  child  has  been  equitably  adopted. 
Equitable  adoption  is  adoption  in  fact  and 
not  established  under  State  law. 

’These  regulations  change  the  States’  obliga¬ 
tion  for  filing  wage  reports  from  one  each 
quarter  to  one  each  year.  ’This  will  reduce 
^A’s  and  the  States’  processing  times. 


These  regulations  would  require  the  States  to 
pay  their  FICA  contributions  15  days  after 
the  end  of  each  month  rather  than  45  days 
after  each  quarter.  ’This  speedup  in  collec¬ 
tions  will  add  millions  of  dollars  per  year  to 
the  trust  funds. 

Increases  the  amount  persons  disabled  by 
blindness  may  earn  and  not  lose  disability 
payments  under  title  n  of  the  Social  Securi¬ 
ty  Act.  An  individual  who  is  blind  shall  not 
be  regarded  as  having  demonstrated  an  abili¬ 
ty  to  engage  in  substantial  gainful  activity  on 
the  basis  of  earnings  unless  the  earnings 
exceed  the  exempt  amount  that  applies  to 
retired  persons  age  65  or  over. 
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Social  SEcrnimr  AoxiNisTRATioif— Continued 


Ouldellnes  for  Adjudicatlns  ......do 

Diaabillty  Claims  in 
Which  Vocational  Factors 
Must  Be  Considered. 


Mr.  William  Ziegler.  Office  of  Policy  Secs.  305,  323.  1102.  1614, 
and  Regulations,  6401  Security  1631  of  the  Social  Securi- 
Blvd.,  Baltimore  Md.  2123S,  301-  ty  Act,  as  amended. 
594-7415. 


Substantial  Gainful  Actlvi-  ......do  . . do. 

ty-Eamings  Guidelines 
for  1977. 


Secs.  205,  223,  1102,  1164, 
and  1631  of  the  Social 
Security  Act,  as  amended. 


Revised  Medical  Criteria  for  NPRM _  Mr.  Harry  Short.  Office  of  PoUcy  Secs.  205(a>,  1102,  and 

the  Determination  of  Dis-  and  Regulations.  6401  Security  1614(a)  of  the  Social  Se- 

ability.  Blvd.,  Baltimore  Md.  21235,  301-  curityAct. 

.1^  504-7414. 


Review  of  Deemed  and  NPRM.. 
Pending  Claims  Under  the 
Black  Lung  Benefits 
Reform  Act  of  1977. 


Mr.  Annand  Esposito,  Office  of  Black  Lung  Reform  Act  of 
Policy  and  Regulations,  6401  Secu-  1077,  Pub.  h.  95-239,  sec. 
rity  Blvd.,  Baltimore  Md.  21235,  435. 

301-594-7455. 


Piling  Date  of  Applications  NPRM 
Based  on  an  Oral  Inquiry 
(SSI). 

Eligibility  of  Individuals  Re-  Final... 
siding  in  Publicly  Operat¬ 
ed  Community  Residences 
Serving  No  More  Than  16 
Residents. 


Mr.  John  Renner,  Office  of  Policy  Secs.  1102,  1611,  and  1631 
and  Regulations,  6401  Security  of  the  Social  Security 
Blvd.,  Baltimore  Md.  21235,  301-  Act. 

594-7510. 

Mr.  Sander  Weissman,  Office  of  Unemployment  Compensa- 
Policy  and  Regulations,  0401  Secu-  tlon  Amendments  of 
rity  Blvd.,  Baltimore  Md.  21235,  1076,  Pub.  L.  94-566,  sec. 

301-594-7341.  505(a). 


Evidence  of  Permanent  NPRM  . . do. 

Residence  in  the  United 
States  Under  Color  of  Law. 


Secs.  1614(aXlXB)  of  the 
Social  Security  Act. 


Amount  of  Benefits;  Cost-  Final .» 
of-Living  Increases  and 
Computation  of  Certain 
Benefits  under  Title  XVI 
(SSI). 

Reduction  of  SSI  Payments  NPRM 
to  Individuals  in  Substan¬ 
dard  Institutions. 

Deeming  of  Income  (SSI). «..  Final... 


Mr.  Marval  Cazer,  Office  of  Policy 
and  Regulations,  6401  Security 
Blvd.,  Baltimore,  Md.  21235,  301- 
504-7463. 

Ms.  Virginia  Kohan.  Office  of  Policy 
and  Regulations,  6401  Security 
Blvd.,  Baltimore,  Md.  21235,  301- 
594-6629. 

Mr.  Sander  Weissman,  Office  of 
Policy  and  Regulations,  6401  Secu¬ 
rity  Blvd.,  Baltimore  Md.  31235, 
301-594-7341. 


Unemployment  Compensa¬ 
tion  Amendments  of 
1976,  Pub.  L.  94-566,  sec, 
502. 

Unemployment  Compensa¬ 
tion  Amendments  of 
1976,  Pub.  L.  94-566,  sec. 
505(d). 

Social  Security  Amend¬ 
ments  of  1072,  Pub.  U 
02-603,  Sec.  301. 


Medical  and  Social  Services  NPRM -  Mr.  Henry  Lemer,  Office  of  PoUcy  Sec.  1612  of  the  Social  Se- 

Which  Are  Not  Income  and  Regulations,  6401  Security  curity  Act. 

(SSI).  Blvd.,  Baltimore.  Md.  21235,  301- 

594-7330. 


Unearned  Income,  Support,  Final 
and  Maintenance  in  Cer¬ 
tain  Household  and  Non¬ 
medical  Institutional  Situ¬ 
ations  (SI). 


Mr.  Sander  Weissman,  Office  of  Social  Security  Act,  sec. 
PoUcy  and  Regulations,  6401  Secu-  1612. 
rity  Blvd.,  Baltimore,  Md.  21235, 

301-594-7341. 


Expand  existing  regulations  to  include  addi¬ 
tional  detaUed  criteria  for  the  evaluation  of 
claims  based  on  disabiUty  (under  titles  H  and 
XVI  of  the  Social  Security  Act)  in  which  a 
determination  of  disabiUty  cannot  be  made 
on  medical  severity  alone  or  on  the  ablUty  to 
do  past  work.  Provides  rules  for  evaluating 
age,  education,  and  work  experience  in  these 
kinds  of  disabiUty  claims. 

Increases  the  monetary  amoimts  of  the  sub¬ 
stantial  gainful  activity  guidelines  to  $240 
per  month  at  the  higher  level  and  $160  per 
month  at  the  lower  level  for  calendar  years 
after  1976. 

Revises  the  medical  evaluation  criteria  cur¬ 
rently  used  in  the  SSI  and  s(Kial  security  dis¬ 
abiUty  programs  which  describe  the  level  of 
severity  deemed  sufficient  to  prevent  a 
person  from  engaging  in  any  gainful  work  ac¬ 
tivity.  Recognises  medical  advances  both  In 
treatment  and  in  methods  used  to  evaluate 
severity  of  particular  impairments. 

Explains  the  rules  under  which  SSA  wiU 
review  denied  and  pending  claims  for  black 
lung  benefits.  Also  modifies  the  standards 
used  to  determine  whether  a  miner  is  or  was 
totally  disabled  due  to  pneumoconiosis. 

Specifies  when  the  date  of  an  oral  inquiry  is 
considered  the  filing  date  of  an  appUcation 
for  supplemental  security  income  benefits. 

Provides  that  the  term  "pubUc  institution” 
does  not  Include  pubUcly  operated  communi¬ 
ty  residences  which  serve  no  more  than  16 
residents.  Also  defines  what  are  and  what  are 
not  pubUcly  operated  community  residences 
which  serve  no  more  than  16  residents. 

Provides  that  aliens  who  have  continuously  re¬ 
sided  in  the  United  States  since  before  Jan. 
1,  1970,  WiU  be  presumed  to  be  permanently 
residing  in  the  United  States  under  color  of 
law  for  purposes  of  eliglblUty  for  SSI  pay¬ 
ment. 

Deletes  tables  of  increased  benefit  amounts 
from  existing  regulations.  Reference  is  made 
to  basic  statutes  and  to  notices  in  the  Feder¬ 
al  Register  to  ascertain  current  benefit 
amounts. 

Prescribes  the  method  of  reducing  SSI  benefits 
payable  to  persons  residing  in  facilities  that 
do  not  meet  approved  State  standards. 

Provides  the  method  to  be  used  in  the  SSI  pro¬ 
gram  for  determining  amount  of  income  to 
be  deemed  from:  (1)  An  Ineligible  spouse  to 
an  eligible  individual;  (2)  an  ineligible  parent 
(or  Ineligible  spouse  of  parent)  to  an  eligible 
chUd;  or  (3)  an  ineligible  spouse  to  an  eligible 
individual  and  his  or  her  eligible  chUd. 

Exclude  from  the  SSI  definition  of  income  cer¬ 
tain  medical  and  social  services.  This  means 
those  furnished  in  conjunction  with  any  gov¬ 
ernmental  or  nongovenunental  assistance 
program  based  on  need. 

Establishes  rules  for  evaluating  support  and 
mainteiuuice  provided  in-kind  to  an  eligible 
individual  (or  couple)  residing  in  a  household 
and  not  receiving  full  support  and  mainte¬ 
nance.  Also  provides  rules  for  the  valuation 
of  in-kind  support  and  maintenance  received 
by  an  eligible  individual  (or  couple)  residing 
in  a  nOiunedical  InstltutloiL 
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TtUe  of  regulation 


Stage  of 
developmnent 


Contact  peraon 


Summary 


Social  Sscuiutt  AoKimsTRATioif— Continued 


Unearned  Income,  One-  Final  with  . do . do. 

Third  Reduction  for  comment  period. 

Living  in  Another  Per¬ 
son’s  Household  (SSI). 


Exclusion  From  Income  of  Final 
Assistance  Based  on  Need 
Furnished  by  States  or 
Political  Subdivisions 
(SSI). 


Mr.  Harry  Short,  Office  of  Policy  Unemployment  Compensa- 
and  Regulations,  6401  Security  tion  Amendments  of 
Blvd.,  Baltimore,  Md.  21235,  301-  1976,  Pub.  L.  94-566,  sec, 

594-7414.  505(b). 


Exclusion  of  Receipts  From  . do 

Land  Held  in  'Trust  for 
Indian  Tribes  From 
Countable  Income  and 
Resources  (SSI). 


Mr.  Sander  Weissman,  Office  of  Indian  tribes— submarginal 
Policy  and  Regulations,  6401  Secu-  land  held  in  trust,  Pub. 
rity  Blvd.,  Baltimore.  Md.  21235,  L.  94-114,  sec.  6. 
301-594-7341. 


Exception  to  the  One-Third 
Reduction  Provision  and 
Income  and  Resource  Ex¬ 
clusion  When  an  Individu¬ 
al  Is  Affected  by  a  Major 
Disaster  (SSI). 

Replacement  of  Damaged 
or  Lost  Excluded  Re¬ 
sources  (SSI). 


.do .....................  Mr.  Henry  Lemer.  Office  of  Policy  Major  Disasters  Presiden- 

and  Regulations,  6401  Security  tially  declared.  Pub.  L. 
Blvd.,  Baltimore,  Md.  21235,  301-  94-331,  secs.  2  and  4;  Pub. 

594-7336.  L.  94-955,  sec.  2125;  Pub. 

L.  95-171,  secs.  6,  7,  8, 
and  9. 

.do... . do .  Sec.  1613  of  the  Social  Se¬ 

curity  Act. 


Counting  of  Resources; 
Treatment  of  Title  XVI 
Retroactive  Payments 
(SSI). 


NPRM  .................  Mr.  John  Modler,  Office  of  Policy 

and  Regulations,  6401  Security 
Blvd.,  Baltimore,  Md.  21236,  301- 
594-7337. 


.do. 


Exclusion  From  Resources  Final  with  . . do .  Social  Security  Amend- 

of  the  Property  Essential  comment  period.  ments  of  1972,  Pub.  L. 

to  Self-Support  (SSI).  92-603,  sec.  301  and  In¬ 

ternal  Revenue  Code  of 
1954-Distilled  Spirits 
Stamps,  Pub.  L.  94-569, 
sec.  4. 

Increasing  the  Reasonable  Final  ....................  Mr.  Henry  Lemer,  Office  of  Policy  Sec.  1613  of  the  Social  Se- 

Value  of  Household  and  Regulations,  6401  Security  curity  Act. 

Goods  and  Personal  Elf-  Blvd.,  Baltimore,  Md.  21235,  301- 

fects  and  the  Automobile  594-7336. 

(SSI). 

Evaliuting  Resources  on  . do . do . .  . do . 

Basis  of  Equity  Value 
(SSI). 

Referral  of  Blind  and  Dis-  . . do.—.,——,—..  Mr.  Armand  Esposito,  Office  of  Unemployment  Compensa- 

abled  Individuals  Under  Policy  and  Regulations,  6401  Secu-  tion  Amendments  of 

Age  16  for  Appropriate  rity  Blvd.,  Baltimore,  Md.  21235,  1976,  Pub.  L.  94-566,  sec. 

Rehabilitation  Services  301-594-7455.  501. 

(SSI). 


Permitting  individuals  Ap-  NPRM  Mr.  John  Renner,  Office  of  Policy  Food  and  Agriculture  Act 

plying  for  or  Reoeivi^  and  Regulations,  6401  Security  of  1977,  Pub.  L.  95-113, 

SSI  To  FUe  for  Food  Blvd.,  Baltimore,  Md.  21235,  301-  sec.  1301, 91  SUt.  973. 

Stamps  in  Social  Security  594-7519. 

Offices  (SSI). 


Provides  that  the  standard  payment  amount 
for  an  eligible  individual  (or  couple)  who 
lives  in  another  person’s  household  and  re¬ 
ceives  support  and  maintenance  from  such 
person  will  be  reduced  by  one-third.  ’The 
actual  value  of  such  support  and  mainte¬ 
nance  is  not  established. 

Provides  additional  exclusion  of  assistance 
based  on  need  in  determining  countable 
income  under  the  SSI  program.  Certain 
State  and  local  government  payments  which 
previously  resulted  in  coimtable  income  are 
excluded  if  they  are  based  on  need  and  are 
funded  wholly  by  a  State  or  political  subdivi¬ 
sion. 

Ebccludes  from  consideration  as  income  or  a  re¬ 
source  (under  the  SSI  program)  certain  re¬ 
ceipts  distributed  to  members  of  Indian 
trlbea  ’These  receipts  are  derived  from  cer¬ 
tain  submarginal  lands  conveyed  to  Indian 
tribes  and  held  in  trust  by  the  United  States. 

Provides  additional  exclusions  in  determining 
countable  income  and  resources  for  payment 
of  SSI  benefits  when  an  individual  is  affect¬ 
ed  by  a  Presldentlally  declared  major  disas¬ 
ter. 


Ebcclude  from  income  and  resources,  assistance 
received  from  any  source  for  the  repair  or  re¬ 
placement  of  certain  damaged,  lost,  or  stolen 
property. 

Provides  for  the  treatment  of  the  receipt  or 
appreciation  of  countable  resources  above 
the  statutory  limit  during  a  calendar  quarter. 
Also  provides  that  SSI  benefits  and  State 
supplementation  (if  any)  covering  a  retroac¬ 
tive  period  are  not  counted  as  resources  until 
the  second  quarter  following  the  quarter  of 
receipt. 

Provides  guidelines  for  determining  when 
property  essential  to  self-support  is  excluded 
from  countable  resources  under  the  SSI  pro¬ 
gram.  Also  provides  that  even  if  income-pro¬ 
ducing  property  is  associated  with  the  home, 
the  home  (including  land  appertaining  to  it 
and  buildings  on  the  land)  is  excluded  as  a 
resource  regardless  of  its  value  or  use. 

Increases  the  reasonable  value  of  household 
goods  and  personal  effects  from  $1,500  to 
$2,000  and  the  value  of  an  automobile  from 
$1,200  to  $2,000.  Values  within  these 
amounts  will  not  affect  eligibility  for  SSI 
paymenta 

Provides  for  evaluating  resources  on  the  basis 
of  equity  in  the  resource  rather  than  its  cur¬ 
rent  market  value. 

Final  rules  reflecting  legislation  requiring  the 
Secretary  to  refer  certain  Individuals  receiv¬ 
ing  supplemental  security  income  benefits  to 
a  vocational  rehabilitation  agency.  Changes 
the  regulations  to  show  that  blind  or  dis¬ 
abled  persons  under  age  16  need  not  accept 
vocational  services  to  be  eligible  for  SSI 
benefits. 

Describes  SSA’s  authority  (with  the  concitf- 
rence  of  the  Department  of  Agriculture)  to 
obtain  information  from  individuals  solely 
for  food  stamp  purposes. 
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Title  of  regulotlon 


Stage  of 
developmnent 


Contact  penon 


Citation 


Summary 


Social  Security  Aoministration— Continued 


Pass-Along  Provisions  of  NPRM .................  Ms.  Clara  Powell,  Office  of  Policy  Food  Stamp  Distribution 

Federal  Supplemental  Se-  and  Regulations,  7401  Security  to  AFDC  Families,  Pub. 

curity  Income  Cost-of-  Blvd.,  Baltimore,  Md.  21235,  301-  L.  94-585  sec.  2. 

Living  Increases  to  State  594-7459. 


Supplementary  Recipients 
With  Limitation  on  State 
Costs  for  Hold-Harmless 
SUtes  (SSI). 

Recovery  of  Overpayments  NPRM . . do .  Secs.  1616  and  163Kb)  of 

From  Federal  SSI  Bene-  the  Social  Secutiry  Act. 

fits  and  State  Supplemen-  as  amended. 

tati(m  Amounts  Federally 
Administered. 


Social  Security  Number  Is-  Final  with  Mr.  John  Renner,  Office  of  Policy  Social  Security  Amend- 

suances.  comment  period,  and  Regulations,  6401  Security  ments  of  1972,  Pub.  L. 

Blvd..  Baltimore,  Md.  21235,  301-  92-603,  secs.  130  and  137. 

594-7519. 


Quality  Control  System;  In-  NPRM .................  Ms.  Clara  Powell,  Office  of  Policy  Social  Security  Amend- 

cenUve  Adjustment  for  and  Regulations,  6401  Security  ments  of  1977,  Pub.  L. 

Quality  Control  in  Feder-  Blvd.,  Baltimore,  Md.  21235,  301-  95-216,  sec.  402. 

al  Financial  Participation  504-7459. 

in  the  AFDC  Program. 

Standards  of  Personnel  Ad-  Final  . . .do . . .  Social  Security  Act.  sec. 

ministration  (AFDC).  403. 


Disregard  of  Income  Earned  NPRM  ................  Mr.  John  Modler,  Office  of  Policy  Youth  Employment  and 

by  Youth  (AFDC).  and  Regulations.  6401  Security  Demonstration  Act  of 

Blvd.,  Baltimore,  Md.  21235,  301-  1977,  Pub.  L.  95-93,  sec. 

^  594-7337.  201. 


Protective,  Vendor,  and  NPRM. 
Two-Party  Payments  for 
Dependent  Children 

(AFDC). 

Demonstration  Projects  Final .... 

(AFDC). 


Mr.  Marval  Caaer,  Office  of  Policy  An  act  to  extend  certain 
and  Regulations,  6401  Security  Social  Security  Act  provi- 
Blv(L,  Baltimore,  Md  21235,  301-  sions  and  for  other  pur- 
594-7463.  poses.  Pub.  L.  95-171,  sec. 

3. 

Ms.  Virginia  Kohan.  Office  of  Policy  Social  Security  Amend- 
and  Regulations,  6401  Security  ments  of  1977,  Pub.  L. 
Blvd,  Baltimore,  Md  21235,  301-  95-216,  sec.  404. 

594-6629. 


Implement  provisions  of  sec.  1618  of  the  Social 
Security  Act  by  interpreting  the  statute  to 
include  those  beneficiaries  who  receive  only 
State  supplementation  and  to  provide  guide¬ 
lines  for  related  State  agreements. 


Clarifies  existing  policy  to  make  it  clear  that 
when  the  State  supplement  la  federally  ad¬ 
ministered  overpayments  of  that  supplement 
may  be  recouped  from  the  SSI  benefit.  When 
there  has  been  an  overpayment  of  both  pay¬ 
ments.  the  State  payment  is  to  be  recoup^ 
first. 

Requires  that  all  applicants  for  social  security 
numbers  submit  documentary  evidence  of 
identity,  age,  and  citizenship  or  alien  status. 
Also  requires  that  all  applicants  for  duplicate 
social  security  number  cards  submit  suffl- 
(dent  evidence  to  establish  their  identity. 

Provides  States  administering  AFDC  programs 
with  a  fiscal  incentive  for  reducing  AFDC 
quality  control  error  rates. 


Revise  and  recodify  policies  related  to  finan¬ 
cial  assistance  programs  provided  under  the 
Social  Security  Act.  It  is  necessary  to  reco¬ 
dify  those  now  administered  by  SSA.  former¬ 
ly  administered  by  the  now  defunct  SRS. 

Beginning  August  5, 1977,  earnings  received  by 
a  youth  under  pt.  C  of  the  Comprehensive 
Employment  Act  of  1973,  shall  be  disregard¬ 
ed  in  determining  the  family’s  eligibility  for. 
and  amount  of,  any  benefit  based  on  need 
and  funded  by  Federal  or  federally  assisted 
programs. 

Increases  from  10  to  20  pet  the  Federal  match¬ 
ing  of  funds  for  protective  and  two-party 
payments  in  State  AFDC  cases.  Two  party 
payment  checks  require  endorsement  by  the 
individual  and  the  provider  of  care. 

Provide  necessary  details.  Instructions,  and 
policy  for  State  Implementation  of  experi¬ 
mental  pilot  and  demonstration  projects  ad¬ 
ministered  by  SSA.  The  purpose  is  to  im¬ 
prove  methods  and  techniques  of  providing 
AFDC  payments  and  to  promote  work  Incen- 
Uve. 


Food  and  Drug  Administration 


Plasma  for  In-Vitro  and  In-  Notice  .................  Mr.  Albert  Rothschild.  Bureau  of  FMeral  Food,  Drug,  and  The  notice  advises  manufacturers  of  the  re¬ 
vive  Use.  Biologies,  11400  Ro^viUe  Pike,  Cosmetic  Act.  qulrements  for  labeling  of  unlicensed  and  li- 

Rockville,  Md.,  301-443-1307.  censed  source  blood,  plasma,  and  aerum  in¬ 

tended  for  manufacture  Into  Injectable  and 
nonlnjectable  products.  The  document  clari¬ 
fies  some  misunderstandings  of  the  provision 
of  the  OMP  regulations  in  regard  to  how 
blood  and  blood  components  Intended  as 
source  material  in  the  manufacture  of  injec¬ 
table  and  nonlnjectable  products  should  be 
labeled. 

Citrate  Phosphate  Dextrose  Final  order. . do . do .  TTils  document  is  a  proposal  to  provide  for  use 

Adenine  Solution  (CPDA).  of  CPD  supplemented  with  adenine  as  an 

anticoagulant  for  whole  blood  and  products 
derived  from  whole  blood  When  CPDA  Is 
used  as  the  anticoagulant  the  permitted  stor¬ 
age  period  for  whole  blood  (human)  and  red 
blood  cells  (human)  may  be  extended  from 
21  to  35  days. 
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Title  of  regulation 


in.  Niw  Rkjulatiohs  CuiuinmT  Uhoe*  D*v*LOPi«irr  Withih  th*  Depahtmint -Continued 

Stage  of  Contact  person  Citation  Summary 

developmnent 


Food  and  Drug  Administration— Continued 


Statement  of  Potency .  Proposal . do, 


Expiration  Date  for  Source  .. 
Plasma  (Human). 

....do . 

. do.. . 

Allergenic  Extracts . 

....do . 

. do.... 

Extension  on  Comment  Final  order . do. 

Period  for  Panel  Report. 


Allergenic  Source  Materials.  Notice . do 


.do. 


Blood  Group  Substances .  Final  order . do 


..do.. 


BCG  Vaccine  Reproposal .....  Proposal . do 


..do. 


Mycobacterium  Tuberculo-  . do . do. 

sis  (avian  TB  in  eggs). 


Leukocyte  Typing  Serum . do . do. 


.do. 


Typhoid  Vaccine . do . do. 


.do. 


The  document  proposes  to  clarify  what  consti¬ 
tutes  a  U.S.  standard  of  potency.  Labeling  of 
biologic^  products  requires  a  statement  ex¬ 
pressed  in  terms  of  an  official  standard  of 
potency  if  potency  is  a  factor  or  “No  UA. 
Standard  of  Potency”  If  no  U.S.  standard  of 
potency  has  been  prescribed. 

This  document  proposes  to  amend  part  610 
CFR.  by  assigning  an  expiration  date  for 
Source  Plasma  (Human). 

This  document  will  be  primarily  concerned 
with  the  maximum  size  of  containers  for  Al¬ 
lergenic  Extracts.  _ 

This  dociunent  will  amend  section  6C1.25  CFR 
to  extend  the  (x>mment  period  for  panel  re¬ 
ports  from  60  days,  to  a  period  of  90  days. 
This  change  is  being  made  to  be  consistent 
with  the  drug  panel  reports  and  to  allow 
review  of  the  report  and  submission  of  com¬ 
ments  in  a  timely  fashion. 

This  document  is  a  notice  to  manufacturers  of 
allergenic  products  of  the  applicability  of  the 
biologies  regulations  to  all  steps  in  the  manu¬ 
facture  of  such  products.  Including  those 
standards  that  affect  the  source  material 
used  for  manufacturing  the  final  product. 
Guidelines  are  being  made  available  which 
concern  applicability  of  the  standards  to  the 
source  materials  used  for  allergenic  extracts. 

The  document  proposes  additional  standards 
for  Blood  Group  Substance  A,  Blood  Group 
Substance  B,  and  Blood  Group  Substance 
AB.  Blood  Group  Substances  are  widely  used 
as  immunizing  antigens  by  suppliers  by 
hyper-immune  blood,  plasma  or  serum. 
Blood  obtained  from  individuals  who  have 
been  immunized  with  Blood  Group  Sub¬ 
stance  is  used  in  the  manufacture  of  diagnos¬ 
tic  reagents  to  type  ABO  bl(x>d  groups. 

BCG  Vaccine  contains  live  bacteria  of  the  ba¬ 
cillus  of  Calmette  and  Guerin,  an  attenuated 
strain  of  Mycobacterium  bovls.  It  is  used  pro- 
phylactically  to  prevent  tuberculosis  in 
humans.  This  document  establishes  addition¬ 
al  standards  for  BCG  Vaccine. 

The  document  proposes  to  add  a  new  section 
610.31  CFR  to  prescribe  a  specific  test  for 
safety  to  be  used  to  determine  the  presence 
of  M.  Tuberculosis  in  viral  vaccines.  This 
amendment  is  being  proposed  because  of  the 
existUig  use  of  a  wide  variety  of  tests  which 
are  inadequately  performed  and  poorly  con¬ 
trolled. 

This  document  proposes  to  amend  part  610 
CFR  by  prescribing  a  one  year  dating  period 
for  liquid  Leukocyte  Typing  Serum,  and  Part 
660  by  prescribing  additional  standards  for 
the  manufacture  of  Leukocyte  Typing  Serum 

This  document  proposes  to  amend  the  addi¬ 
tional  standards  for  Typhoid  Vaccine  by  set¬ 
ting  new  standards  for  the  performance  and 
results  of  the  potency  test  for  each  lot  of 
manufactured  Typhoid  Vaccine.  Typhoid  im¬ 
munization  is  in<li<»ted  when  a  person  has 
come  into  contact  with  a  known  tsrphoid  car¬ 
rier,  if  there  is  an  outbreak  of  typhoid  fever 
in  the  community,  or  if  a  person  plans  to 
travel  to  an  area  where  typhoid  fever  is  en¬ 
demic. 
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III.  Nbw  Rbgolations  CumJUEMTLT  Uifon  DcvcLOPicnrr  Withih  thx  Dcpartmcnt -Continued 


Title  of  regulation 

Stage  of 
developmnent 

Contact  person  Citation 

Summary 

- 

Food  and  Drdg  Administration— Continued 

Clarification  of  Sterility  Final  order... . do . do. 

Testing. 


Administrative  Procedures  _ do . . do . do. 

on  Suspension  and  Revo¬ 
cation  of  Licenses. 

Master  File  for  Specifics-  Proposal . . . do . do. 

tions  of  Containers  and 
Eiquipment  Related. 


The  order  is  intended  to  clarify  sections 
610.12(bKl)  CFR  by  stating  only  one  repeat 
bulk  sterility  test  shall  be  conducted.  The  ex¬ 
isting  regulation  refers  to  "the  repeat  steril¬ 
ity  test"  in  the  singular  but  manufacturers 
have  erroneously  interpreted  this  to  mean 
more  than  one  test  may  be  performed. 

This  document  will  amend  the  general  regula¬ 
tions  to  update  and  clarify  the  general  regu¬ 
lations  concerning  suspension  and  revocation 
of  licenses. 

This  document  proposes  to  amend  section 
606.65  CFR  to  require  that  only  containers 
and  accessory  equipment  about  which  the 
Bureau  of  Biologies  has  received  q>eclfic 
toxicology  and  manufacturing  detsdls  may  be 
used  to  hold  blood. 


(LAL). 


(Human)  Sections. 


sial 

Report. 


Vaccine— Panel 


oids  arith  Standards  of  Po¬ 
tency-Panel  Report. 

*anel  on  Review  of  Blood 
and  Blood  Products  and 
Review  of  Allergenic  Ex¬ 
tracts. 


gardlng 

tions. 


ing". 


Adverse  Reac- 


ing  Issuance  of  Certain  Li¬ 
censes  (Viral  Panel 
Report  Recommendation). 


Cosmetic  Act  and  Public 
Health  Service  Act. 

Cosmetic  Act. 

. . . . dO»a.. . 

. do _ ... 

. . do . 

LAL,  prepared  from  the  circulating  amebo- 
cytes  of  the  horseshoe  crab,  is  used  as  a  rea¬ 
gent  for  In  vitro  testing  to  detect  bacterial 
endotoxins  in  certain  biological  products  and 
medical  devices.  (This  document  proposes  ad¬ 
ditional  standards  for  LAL,  and  permits  the 
use  of  the  LAL  test  as  a  substitute  for  the 
rabbit  pyrogen  test  for  certain  products.) 

This  document  proposes  to  revise  and  reorga¬ 
nize  Subpart  A  in  Part  640  CFR  which  pre¬ 
scribes  additional  standards  for  Whole  Blood 
(Human).  The  regulations  are  being  reorga¬ 
nized  to  reflect,  insofar  as  possible,  a  logical 
sequence  beginning  with  the  collection  of 
blood  and  progressing  through  storage,  test¬ 
ing,  labeling  and  issue. 

The  Panel  Report  and  proposal  will  categorize 
Viral  vaccines  and  Rickettsial  vaccines  as  (1) 
safe  and  effective  and  not  misbranded.  (2) 
unsafe  or  Ineffective  and  misbranded,  and  (3) 
not  within  category  (1)  or  (2)  above,  on  the 
basis  that  available  data  are  insufficient  to 
classify  such  products. 

The  Panel  Report  and  Proposal  will  categorize 
bacterial  vaccines  and  toxoids  with  standards 
of  potency. 

These  documents  will  propose  placing  the  sub¬ 
ject  products  into  categories  designated  as 
(1)  safe  and  effective  and  not  misbrande<L  (2) 
unsafe  or  ineffective  and  misbranded,  and  (3) 
not  within  category  (1)  or  (2)  above,  on  the 
basis  that  available  data  are  insufficient  to 
classify  such  products. 

This  document  proposes  to  amend  the  Addi¬ 
tional  Standards  for  Rubella  Virus  Vaccine 
to  permit  the  use  of  human  dipioid  cell 
strain  WI-38  as  a  substrate  in  the  manufac¬ 
ture  of  this  product,  and  define  tests  for 
safety  required 

This  document' would  require  that  manufac¬ 
turers  notify  FDA  of  reports  of  adverse  reac¬ 
tion  from  use  of  their  products. 

This  document  will  update  the  definition  for  a 
“filling”.  The  present  definition  of  a  filling 
in  section  600.3(y)  CFR  is  no  longer  broad 
enough  to  be  applicable  to  all  products. 

The  document  would  change  the  form  of  li¬ 
censes  for  combination  products  from  requir¬ 
ing  separate  licenses  for  each  component  of  a 
combination  product,  as  well  as  for  the  com¬ 
bination  product  itself,  to  requiring  only  a 
single  license  for  the  combination  product. 
This  will  be  published  as  a  part  of  the  pro¬ 
posal  resulting  from  the  viral  panel  recom¬ 
mendations. 
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III.  New  RSOULATIONS  CmUtBfTLT  UlfSBR  DCVKLOPlfDfT  WlTHIH  THE  DiPAHTIfSirr -Continued 


Title  of  regulation  Stage  of  Contact  peraon  Citation  Summary 

developmnent 


Food  and  Drug  Administration— Continued 


Immune  Olobulin . do ......... 


Antihemophilic  Factor  . do 

(Human). 


Clarification  of  Sterility  . do 

Testing. 


Skin  Test  Antigen— Panel  Final  order. 
Report. 


Bacterial  Antigens  &  Bacte-  . do 

rial  Vaccines  with  “No 
UB.  Standard  of  Poten¬ 
cy"— Panel  Report. 


Compatabillty  Testing ..........  Proposal 


Establishment  Registration . do 


Antibiotic  Certification;  Se-  Pinal 
lective  Testing. 


Discontinue  Certifying  80-  Reproposal 
Dnlt  Insulin. 


. do . do .  The  dociunent  proposes  to  amend  Part  640 

CFR  in  Subparts  J  K,  by  revising  and  up¬ 
dating  standards  for  Immune  Qlobulins. 

. do . do .  This  document  is  a  proposal  to  amend  the  bio¬ 
logies  regulations  by  prescribing  additional 
standards  for  the  manufacture  of  Antihemo¬ 
philic  Plictor  (Human).  When  Antihemophi¬ 
lic  Factor  (Human)  is  given  intravenously  to 
a  hemophiliac  during  spontaneous  bleeding 
episodes,  after  injury,  during  surgery,  or  pro- 
phylactlcally,  the  defective  bleeding  of  the 
hemophiliac  may  be  completely  corrected  for 
approximately  one  day. 

. do . . . do .  This  amendment  is  proposed  to  clarify  section 

610.12(eK3Xl)  CFR  of  the  regulations  which 
specifies  that  at  least  two  strains  of  micro-or¬ 
ganisms  for  each  type  of  sterility  test 
medium  shall  be  used 

. do .  Federal  Food,  Drug,  and  This  document  will  finalize  a  proposal,  placing 

Cosmetic  Act  and  the  Skin  Test  Antigens  in  categories  designated 
Public  Health  Service  as  (1)  safe  and  effective  and  not  misbranded. 
Act.  (2)  unsafe  or  ineffective  and  misbranded,  and 

(3)  not  within  category  (1)  or  (2)  above,  on 
the  basis  that  available  data  are  insufficient 
to  classify  such  products. 

. do . do .  This  dcKument  will  finalize  a  proposal,  placing 

the  subject  vaccines  in  categories  designated 
as  (1)  safe  and  effective  and  not  misbranded, 

(2)  unsafe  or  ineffective  and  misbranded,  and 

(3)  not  within  category  (1)  or  (2)  above,  on 
the  basis  that  available  data  are  insufficient 
to  classify  such  products. 

. do . do .  This  dociunent  proposes  to  amend  Section 

606.151(c)  to  require  that  only  Licensed  Rea¬ 
gent  Red  Blood  Cells  (Human)  specifically 
approved  for  antibody  screening  shall  be 
used  when  antibody  screening  is  done  in 
place  of  the  crossmatch. 

. do . do .  The  document  proposes  to  add  a  subsection  to 

section  601.75  to  clarify  that  establishments 
engaged  solely  in  the  manufacture  of 
radiopharmaceuticals  from  blood  products  li¬ 
censed  under  section  351  of  the  PHS  Act 
must  register  under  section  207  of  the  FDC 
Act. 

Ms.  Mary  McEnlry,  Bureau  of  Drugs  Federal  Food,  Drug,  and  The  intent  of  this  regulation  is  to  require  per- 
(HFD-30).  5600  Fishers  Lane,  Cosmetic  Act.  sons  requesting  antibiotic  certification  to 


Rockvuie,  Md.  20857,  301-443-3640.. 


..do.. 


submit  all  results  obtained  from  their  own 
testing.  Such  results  will  better  permit  the 
Bureaus  to  assess  the  quality  of  samples  sub¬ 
mitted  for  certification.  The  rule  will  allow 
the  Bureau  to  vary  its  own  testing  depending 
on  the  quality  of  the  data  and  the  inspec- 
tional  profile  of  the  firm.  More  efficient  uti¬ 
lization  of  the  Bureau’s  manpower  resources 
and  more  efficient  certification  procedures 
should  result. 

,.do .  This  document  will  be  another  proposal  to 

amend  the  insulin  regulations,  by  deleting 
the  requirements  for  certification  of  80-unit 
insulin.  This  would  leave  one  high-potency 
insulin  available.  The  document  will  also  re¬ 
quest  comments  on  the  continued  need  for 
the  40-unit  insulin  products. 


FEDERAL  REGISTER,  VOL  43,  NO.  104— TUESDAY,  MAY  30,  1978 


A 


23146 


NOTICES 


m.  Nbw  RaouLATtom  Cuuuditlt  Umwa  DcviLoncBrr  Withiii  the  Dbpaktmsht  -continued 


Title  of  retulaUoa 


SUceof 

developinnent 


Contact  penon 


Citation 


SuminAry 


Food  and  Drug  Administration— Continued 


Revision  of  Antibiotic  Sam-  Pinal  - - - .do . do. 

plins  Procedure. 


Reorganization  of  Insulin  Proposal . . do . do. 

Regulations. 


Proficiency  Testing . . ....  .„...do  . . do 


.do. 


Conduct  of  Clinical  InvesU-  . .do  . . do . do. 

gations. 


Sponsor’s  Obligations  for  Pinal... . . . do . do. 

Monitoring  Clinical  Inves¬ 
tigations. 


Bioresearch  Monitoring  Proposal...—......—.  ...„do......_ . do. 

Data  Collection  Porm. 


This  document  will  revise  the  intervals  at 
which  capsules,  tablets,  suppositories,  or 
other  such  antibiotic  unit  dosage  forms  are 
collected  during  manufacturing  or  packaging 
or  from  the  completed  bulk  batch  for  sub¬ 
mission  to  PDA  for  testing  and  certification. 
This  rule  will  result  in  the  sampling  require¬ 
ments  being  more  appropriate  for  the  high¬ 
speed,  large-volume  production  equipment 
currently  In  use. 

The  insulin  regulations  are  in  need  of  rewrit¬ 
ing  and  updating  to  incorporate  require¬ 
ments  that  have  been  applied  to  other  drugs 
over  the  i>ast  20  to  30  years.  This  document 
will  propose  to  revise  the  Insulin  regulations 
by  establishing  a  monograph  for  each  insulin 
product.  The  regulations  are  extraordinarily 
cumbersome,  difficult  to  follow,  and  essen¬ 
tially  Incomprehensible  to  anyone  other 
than  the  people  working  in  the  certification 
program. 

The  USP  in  collaboration  with  PDA  has 
agreed  to  establish  a  compendial  proficiency 
testing  standard  for  apparatus  used  in  con¬ 
ducting  an  in  vitro  dissolution  test  to  assure 
that  results  from  such  apparatus  are  accu¬ 
rate  and  representative  of  the  actual  per¬ 
formance  of  the  apparatus.  PDA.  by  regula¬ 
tion.  will  require  manufacturers  to  submit 
the  results  of  proficiency  testing  together 
with  the  results  of  any  in  vitro  dissolution 
test  conducted  to  meet  a  bioequivalence  re¬ 
quirement,  a  requirement  for  new  drug  appli¬ 
cation  approval,  or  to  assure  batch-to-batch 
uniformity. 

This  document  proposes  to  clarify  existing  reg¬ 
ulatings  goverttiiig  the  conduct  of  persons 
who  conduct  clinical  investigations  on  new 
drug  products  and  to  extend  the  regulations 
to  include  persons  who  conduct  clinical  inves¬ 
tigations  on  other  products  regulated  by 
PDA.  The  document  will  make  a  single  set  of 
standards  applicable  to  all  clinical  investiga¬ 
tors  Involved  in  investigational  studies  that 
either  require  prior  PDA  review  or  are  later 
submitted  to  FDA  in  support  of  an  applica¬ 
tion  for  a  research  or  marketing  permit. 

This  document  will  establish  procedures  to  be 
followed  by  a  sponsor  and  a  monitor  before 
initiating,  and  during  the  course  of,  a  clinical 
investigation  involving  the  use  of  a  drug, 
device,  food  or  color  additive,  cosmetic,  or 
electronic  product.  The  requirements  should 
provide  greater  protection  of  the  rights  and 
safety  of  subjects  in  clinical  investigations 
and  help  assure  the  quality  and  integrity  of 
the  data  filed  with  FDA. 

This  proposal  will  require  a  new  section  in  the 
IND  Form  FD-1S71  which  arill  require  the 
submission  of  certain  basic  data  on  the  inves¬ 
tigational  drug,  sponsor  of  the  study,  facili¬ 
ties  used  in  the  study,  and  the  Investigators 
participating  in  the  study,  and  in  a  format 
that  permits  easy  transfer  of  the  information 
into  a  computer  system.  The  proposal  will  re¬ 
quire  sponsors  to  submit  some  additional  in¬ 
formation  that  is  not  currently  required. 
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III.  New  RaouLATiom  Cumbtut  Uifont  Dcvxlopment  Wmiat  na  DcrAunccirr  -continued 


Title  of  reffuloUon 


SUce  of 
developmnent 


Contact  person 


Summary 


Food  and  Drug  Administration— Continued 


Methadone;  Revision  of  Final 
Medical  Standards. 


.do 


.do. 


Methadone— Revisions  Pur-  . do  . . do . do. 

suant  to  NATA. 


Narcotic  Drugs  Other  than  Proposal . do . do. 

Methadone;  Exemption 
Criteria  for  Use  In  Treat¬ 
ment  of  Addiction. 


Related  Drugs .  NPRM . 


..do.. 


..do.. 


ANDA  Content.......... .........  NPRM.» . do . do. 

Paragraph  XIV  (of  a  court  Notice . do . . . do. 

order)  Revised  Policy. 


ANDA's  for  Post  1962  Drugs  NPRM . . 


.do. 


do. 


Adverse  Drug  Experience  NPRM . . . do . . . do. 

Reporting. 


COMP  Regulations,  Oener-  Pinal  . . do . ..do...~~~.. 

al. 


Prescription  Drug  Dlspens-  . .do...... . do . . .  .....4I0 . 

ing  Containers. 


This  final  rule  will  revise  the  medical  stand¬ 
ards  for  methadone  treatment  programs.  It  j 

will  allow  the  medical  director  of  a  program  > 

to  exercise  greater  discretion  in  applying  the 
required  basic  clinical  standards  (for  exam¬ 
ple.  on  staffing  patterns,  criteria  for  admis-  I 

Sion,  and  frequency  of  urine  testing).  In 
other  areas,  where  the  regulations  mandate 
specific  levels  of  performance,  it  will  describe 
them  in  greater  detail  (for  example,  what 
constitutes  an  adequate  physical  examina¬ 
tion).  I 

In  enacting  the  Narcotic  Addict  Treatment  Act  j 

of  1974,  Congress  amended  the  Controlled  | 

Substances  Act.  This  final  rule  will  make 
FDA  methadone  regulations  consistent  with 
the  new  law  and  with  regulations  of  the 
Drug  Enforcement  Administration  imple¬ 
menting  the  new  law. 

This  document  will  propose  standards  for  use 
of  narcotics,  other  than  methadone,  for 
treatment  of  narcotic  addiction.  It  will  be 
prepared  in  conjunction  with  NIDA  A  notice 
of  intent  to  propose  and  request  for  data  and 
comments  was  published  October  28, 1977. 

This  document  will  propose  changes  in  the  reg-  1 

ulations  to  confine  Abbreviated  New  Drug  j 

Application  (ANDA)  submissions  to  products  j 

identical  to  the  DESI  drug  unless  a  separate  > 

finding  has  been  made  that  an  ANDA  is  ac-  ! 

ceptable  for  a  related  product.  1 

This  document  will  require  the  manufacturing 
information  in  ANDA’s  to  be  described  in  the 
same  detail  as  in  full  NDA’s. 

The  bureau  must  prepare  appropriate  notices 
to  implement  the  revised  policy  to  permit 
any  firm  to  market  a  paragraph  XTV  drug  as 
long  as  the  firm  has  an  ANDA  and  the  re-  | 

qulred  studies  are  undertaken  by  one  compa¬ 
ny. 

This  document  will  permit  the  filing  of 
ANDA's  for  post  1962  drugs  by  establishing 
criteria. 

The  document  proposes  to  revise  the  periodic 
reporting  requirements  for  marketed  drug 
products  to  (1)  require  that  all  reports  of  ad¬ 
verse  drug  experiences  with  approved  new 
drugs  and  antibiotics  be  submitted  to  a  cen¬ 
tral  location  within  FDA  (Division  of  Drug 
Experience,  HFD-210).  and  (2)  revise  the  re¬ 
porting  time  period  for  such  reports.  This  is 
part  of  an  overall  Agency  effort  to  centralize 
the  data  collection  and  dissemination  of  ad¬ 
verse  drug  experience  information  and  to  im¬ 
prove  the  effectiveness  of  the  Agency's  post¬ 
marketing  surveillance  program. 

The  "umbrella”  or  general  current  good  manu¬ 
facturing  practice  regulations  (COMP)  were 
proposed  for  public  comment  on  February 
13.  1976.  Their  purpose  is  to  update  COMP 
regulations  ciirrently  in  effect  for  human 
and  veterinary  drugs. 

This  document  requires  that  prescription  drug 
labels  inform  the  pharmacist  of  the  proper 
type  of  container  to  be  used  for  dispensing  a 
drug  in  order  maintain  its  Identity,  purity, 
and  strength. 
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m.  New  Ruxoatioiis  CurntBrnT  UNsn  DcvcLOPUBfr  Within  the  Depastmemt  -continued 


Title  of  reculaUon  8U«e  of  Contact  penon  ClUUon  Summary 

developinnent 


Food  and  Drug  Administration— Continued 


COMP  Regulations  for  _ do.~ . do . do. 

Large  Volume  Parenterals. 


COMP  for  Compressed  NPRM . do . do. 

Medical  Gases. 


Clarification  of  who  is  the  NPRM . do . .  . Aio. 

manufacturer  of  a  drug 
for  the  purpose  of  stating 
the  manufacturer’s  name 
on  the  drug’s  labeling. 


COMP  for  Bulk  Drugs  .........  NPRM . do 


.do. 


COMP  for  Radiopharma-  NPRM . do . Ao. 

ceutical  Drug  Products. 


’These  regulations  will  establish  current  good 
manufacturing  practice  for  the  manufacture 
of  a  class  of  parenteral  drug  products  that 
can  be  characterized  as  terminally  sterilized, 
aqueous  solutions  of  100  ml  or  more.  Because 
of  the  conditions  of  use  of  these  products, 
high  quality,  particularly  with  regard  to  ste¬ 
rility.  pyrogens,  and  particulates,  is  absolute¬ 
ly  essential.  Although  only  a  relatively  few 
firms  (fewer  than  30)  manufacture  these 
drugs,  enormous  amounts  are  produced.  In 
addition,  over  the  years  serious  production 
problems  have  been  encountered  with  these 
products. 

This  document  would  impose  specific  require¬ 
ments  on  this  industry  in  order  to  prevent 
mixups  and  assure  potency.  Mixups  have,  in 
the  past,  resulted  in  patient  injuries  and 
deaths  due  to  administration  of  the  wrong 
gas.  ’The  Agency  and  the  Compressed  Oas 
Association  have  long  recognized  that  the 
"umbrella”  COMP  regulations  are  not  tai¬ 
lored  for  this  industry,  and  problems  in  in¬ 
terpreting  the  requirements  of  the  umbrella 
COMP  regulations  for  this  industry  have  oc¬ 
curred,  particularly  during  establishment  in¬ 
spections  conducted  by  the  field  districts. 

’The  Agency  has  been  following  the  so-called 
man-in-the-plant  policy  on  this  subject. 
Under  that  policy,  whether  an  Individual  or 
firm  is  considered  the  manufacturer  of  a 
drug  product  depends  upon  the  person’s,  or 
firm’s  degree  of  involvement  in  the  quality 
control  and  manufacturing  of  the  drug.  A 
firm  that  contracts  with  another  company 
for  the  manufacture  of  a  drug  is  considered 
the  manufacturer  (for  the  purpose  of  being 
able  to  state  on  the  label  "manufactured 
by")  if  it  has  a  qualified  and  authorized  em¬ 
ployee  in  the  plant  of  the  contracting  compa¬ 
ny  and  that  employee  monitors  all  of  the 
manufacturing  operations  for  conformance 
with  approved  procedures  and  controls.  ’The 
policy  requires  clarification  and  refinement 
and  should  be  in  the  form  of  a  regulation 
which  Is  the  purpose  of  this  proposal. 

Although  this  Industry  is  subject  to  the  cur¬ 
rent  good  manufacturing  requirements  of 
the  Act,  the  umbrella  COMP  regulations  do 
not  apply  because  Part  311  CFR  applies  only 
to  drug  products,  which  are  defined  as  fin¬ 
ished  dosage  form  drugs.  ’Therefore,  the 
Agency  does  not  have  binding  regulations 
that  apply  to  this  industry.  ’The  field  dis¬ 
tricts  in  their  establishment  inspections  do 
attempt  to  use  the  umbrella  COMP  regula¬ 
tions  as  a  guide,  but  problems  of  determining 
Just  what  is  current  good  manufacturing 
practice  for  this  industry  occur  quite  fre¬ 
quently. 

This  industry  makes  up  only  a  small  segment 
of  the  drug  Industry.  However,  these  prod¬ 
ucts  are  therapeutically  significant  drugs 
with  specUd  problems  during  manufacture, 
such  as  the  need  to  protect  plant  personnel 
from  the  effects  of  radiation  and  the  short 
time  during  which  they  are  effective.  Al¬ 
though  the  umbrella  COMP  regulations  cur¬ 
rently  cover  these  drug  products,  the  umbrel¬ 
la  regulations  do  not  contain  the  specific 
manufacturing  and  control  requirements 
that  should  be  binding  for  this  industry. 
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III.  Nbw  RBOfTtATtons  CuRimTLT  Uiront  DcvcLonaifT  Withiii  the  DcPARTicDrr  -continued 


Title  of  reguUUon 


Stage  of 
developmnent 


Contact  person 


Citation 


Summary 


Food  and  Drug  Administration— Continued 


COMP  for  Small  Volume  NPRM . do . do. 

Parenteral  Drug  Products. 


Registration  of  Foreign  NPRM . do . do. 

Drug  Establishments. 


Exemption  from  Labeling  NPRM . do . do. 

Requirements  for  Small 
Containers. 


Revocation  of  Certification  Final . do . do. 

for  Pediatric  Dosage 
Forms  of  Tetracycline. 


Progestagen  Labeling . do 


.do. 


do. 


Prescription  Drug  Labeling . do . do. 


.do. 


Oral  Hypoglycemic  Label-  . do......... . do . do. 

ing. 


Ethylene  Oxide ......................  NPRM .. 


.do 


.do... 


Fetal  Alcohol  Syndrome;  NPRM  . . do . .  ...».do. 

Required  Warning  for 
Drugs  Containing  Alcohol. 


Exemption  of  Penicillamine  NPRM ..................  .....do . . . .  ...do........ 

from  Antibiotic  Certifica¬ 
tion  and  Labeling  Re¬ 
quirements. 


This  regulation  would  probably  apply  to  all  in- 
Jectables  with  a  volume  of  less  than  100  ml. 
with  the  exclusion  of  radiopharmaceuticals. 
This  Is  a  major  segment  of  the  U.S.  drug  in¬ 
dustry.  and  it  produces  therapeutically  sig¬ 
nificant  drugs  where  deviation  from  potency 
or  from  other  quality  attributes  such  as  ste¬ 
rility  can  have  serious  effects  on  the  patient. 

A  proposal  was  published  in  May  1972  to  estab¬ 
lish  procedures  whereby  foreign  drug  manu¬ 
facturers  could  register  their  drug  establish¬ 
ments.  Since  then,  significant  changes  to  the 
Act  and  the  regulations  have  occurred  (im¬ 
plementation  of  Drug  Listing  Act  of  1972,  en¬ 
actment  of  the  Device  Amendments  of  1976. 
promulgation  of  device  establishment  regis¬ 
tration  and  device  listing  regulations).  Be¬ 
cause  of  these  changes  and  the  time  that  has 
elapsed  since  the  proposal  was  published,  we 
intend  to  repropose  the  regulation. 

The  existing  regulation  on  exemptions  from 
label  requirements  for  small  containers  is 
widely  misunderstood  and  needs  clarifica¬ 
tion.  It  must  also  be  revised  to  cover  the  la¬ 
beling  requirements  for  unit-dose  packages. 

This  document  proposed  to  amend  the  antibi¬ 
otic  drug  regulations  by  revolting  provisions 
for  certification  of  pediatric  dosage  forms  of 
tetracycline  and  removing  them  from  the 
market. 

This  document  will  require  patient  labeling  for 
progestational  drug  products  to  warn  pa¬ 
tients  that  there  is  an  Increased  risk  of  birth 
defects  in  children  whose  mothers  take  the 
drug  during  the  first  4  months  of  pregnancy. 

This  document  will  specify  the  content  and 
format  of  physician  labeling  for  human  pre¬ 
scription  drugs.  The  rule  designates  a  re¬ 
quired  format  for  physician  labeling  and  pro¬ 
vides  detailed  standards  on  the  kind  of  infor¬ 
mation  that  must  be  included  under  each  of 
the  specific  section  headings  of  the.  format. 
It  will  require  the  revision  of  most  currently 
used  physician  labeling  for  human  prescrip¬ 
tion  drugs. 

This  document  requires  additional  statements 
in  the  labeling  of  oral  hypoglycemlcs  con¬ 
cerning  increased  cardiovascular  deaths  at¬ 
tributed  to  their  use  and  directs  the  physi¬ 
cian  to  discuas  these  risks  and  alternative 
therapy  with  the  patient. 

The  document  proposes  to  establish  interim 
residue  limits  for  ethylene  oxide  and  its  two 
reaction  products,  2-chloroethanol  and  ethyl¬ 
ene  glycol,  in  human  and  veterinary  drug 
products,  medical  devices,  and  cosmetics 
when  ethylene  oxide  has  been  used  for  steril¬ 
ization  during  the  manufacturing  process. 

This  proposal  will  require  a  warning  on  physi¬ 
cian  labeling  for  oral  prescription  drugs  and 
oral  OTC  drugs  that  contain  certain  amounts 
of  alcohoL  The  warning  is  based  upon  evi¬ 
dence  of  a  causal  relationship  between  alco¬ 
hol  consumption  by  pregnant  women  during 
pregnancy  and  deformities  in  the  unborn 
children. 

This  document  proposes  to  amend  the  regula¬ 
tions  to  permit  exemption  of  penicillamine 
from  antibiotic  certification  requirements. 
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m.  New  RnuLATiOHS  CUUDITLT  UiTDiii  DcvELOPiiKirr  WITHIN  THX  DxPAKTMXNT  —Continued 


Title  of  reguUUon  State  of  Contact  peraon  ClUtlon  Summary 

developmnent 


Food  and  Drug  Administration— Continued 


New  Drug  Status  of  Tricb-  Final _ _ _ do . . . do. 

loroethylene. 


Revocation  of  the  Exemp-  . do. _ _ _ - . do . . . do. 

tion  from  Full  Disclosure 
Labeling. 


Th)rroid-Blocking  Agent .......  Notice . do. 


Revision  of  Drug  Research  NPRM... 
and  Marketing  Regula¬ 
tions. 


. do.. 


Legal  Status  of  Approved  . do _ _ _  _ _ do . do. 

Labeling. 


Prompt  Reporting  of  Final . . . . . do . .do. 

Animal  Studies  and  Data. 


Public  Disclosure  of  Specif i-  . do . do . do. 

cations. 


This  document  will  declare  any  drug  product 
containing  trichloroethylene  as  an  active  or 
inactive  ingredient  to  be  a  new  drug  and  mis¬ 
branded.  This  action  is  based  upon  studies 
showing  trichloroethylene  to  be  carcinogenic 
in  animals. 

This  document  will  revoke  the  exemption  in 
the  prescription  drug  labeling  regulations  (21 
CFR  201.10(Kc)<2)>  under  which  certain  pre¬ 
scription  drug  products  may  be  marketed 
without  phirslcian  labeling.  It  also  will 
revoke  the  list  of  drugs  in  the  regulations  <21 
CFR  201.100)  for  which  the  Commissioner 
has  previously  offered  an  opinion  that  physi¬ 
cian  labeling  could  be  omitted. 

A  draft  notice  has  been  prepared  requesting 
submission  of  ANDA’s  for  stable  dosage 
forms  of  potassium  iodide.  This  notice  has 
resulted  from  a  GSA  announcement  in  the 
Federal  Register  that  DREW  is  responsible 
for  assisting  State  health  and  other  profes¬ 
sional  organizations  in  developing  plans  for 
the  prevention  of  adverse  effects  from  expo¬ 
sure  to  radiation  in  the  event  of  accidental 
release  of  radioiodine  in  the  environment.  An 
ad  hoc  committee  of  the  National  Council  on 
Radiation  Protection  and  Measurements 
studied  the  idea  of  using  thyroid-blocking 
agents  as  a  means  of  reducing  radiation  dose. 
Potassium  iodide  is  one  such  suitable  agent. 

The  Bureau  plans  to  completely  rewrite  the 
Investigational  New  Drug/New  Drug  Appli¬ 
cation  (IND/NDA)  regulations  to  more  for¬ 
mally  structure  the  IND  phases  and  to  con¬ 
centrate  the  review  and  evaluation  of  the 
drug  in  the  IND  phases.  This  will  mean  if  a 
drug  reaches  the  NDA  stage  it  should  be  ess- 
sentlally  approvable  at  that  time.  Other 
"tuning”  of  these  regulations  will  be  includ¬ 
ed.  e.g.,  to  provide  the  optimum  conditions 
for  efficient  review  both  before  and  after 
NDA  approval. 

This  document  may  be  a  reproposal.  It  will  de¬ 
scribe  the  legal  status  of  the  package  insert, 
and  will  cover  the  unapproved  use  issue.  A 
proposal  on  the  legal  status  of  approved  la¬ 
beling  was  initially  published  on  August  IS, 
1972.  Our  reproposal  will  have  to  address  the 
problems  raised  about  that  proposal,  as  well 
as  explain  our  current  thinking. 

This  document  will  set  forth  procedures  for  as¬ 
suring  that  the  sponsor  of  an  IND  report 
promptly  to  FDA  certain  information  about 
ongoing  and  proposed  animal  studies  and  the 
data  that  are  derived  from  them.  The  regula¬ 
tion  is  needed  since  FDA  has  become  aware 
of  incidents  in  which  sponsors  have  withheld 
or  delayed  submission  of  information  on 
animal  studies.  In  some  cases,  the  informa¬ 
tion,  if  reported  promptly,  would  have  led  to 
ending  clinical  trials  sooner,  thus  preventing 
exposure  of  subjects  to  unacceptable  risks. 

This  document  will  amend  the  regulations  gov¬ 
erning  public  disclosure  of  data  and  informa¬ 
tion  on  new  drugs  for  both  human  and 
animal  use,  including  biological  products. 
The  rule  will  provide  explicitly  for  the  disclo¬ 
sure  of  specifications  submitted  to  the 
Agency  by  the  manufacturer  unless  the 
specifications  serve  no  regulatory  or  compli¬ 
ance  purpose,  are  exempt  as  trade  secrets, 
and  have  not  previously  been  publicly  dis¬ 
closed. 
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III.  New  Rioulatiors  Cttrrkrtlt  Urdbr  Devklopmxht  Withih  the  Oepastmsrt -Continued 


Title  of  retuUtlon  SUse  of  Contact  peraon  Citation  Summary 

developmnent 


Food  and  Drug  Administration— Continued 


Requlrementa  for  Pediatric  NPRM . do . do. 

Drug  Studies. 


Subject  Followup  Regula-  NPRM  . . do . do. 

tlons. 


Large  Volume  Parenteral  Final . do . do. 

Drug  Products  in  Plastic 
Containers. 


Submission  of  Detailed  Re-  NPRM- . do . do. 

ports  on  Preclinical 
Animal  Studies. 


3-Mercaptoimidazoline ..........  Final 


.do 


.do. 


Inactive  Ingredients  in  OTC  . do . do . do. 

Drugs. 


OTC  Category  III  Notice . do. 

"Wrapup". 


This  document  will  propose  rules  under  which 
future  new  drug  applications  would  be  re¬ 
quired  to  contain  either  the  results  of  studies 
concerning  the  safety  and  effectiveness  of 
the  drug  in  children,  or  adequate  informa¬ 
tion  to  permit  FDA  to  waive  the  submission 
of  study  results.  This  action  is  necessary  to 
assure  that  drugs  administered  to  children 
have  been  shown  to  be  safe  and  effective  for 
that  use. 

This  document  will  require  sponsors  to  main¬ 
tain  a  list  of  names  and  addresses  of  subjects 
who  participate  in  investigational  studies  to 
provide  a  means  of  contacting  the  subjects  in 
the  event  followup  is  undertaken. 

This  document  will  require  compatibility  stud¬ 
ies  of  each  large  volume  parenteral  (LVP) 
drug  product  in  a  plastic  container  with  sev¬ 
eral  other  drugs  that  are  commonly  added  to 
the  LVP.  Until  the  studies  are  completed  and 
the  data  evaluated,  a  warning  about  the  pos¬ 
sible  incompatibility  of  added  drugs  and  the 
LVP  drug  products  packaged  in  plastic  will 
be  required  in  the  label  and  in  all  labeling  of 
the  LVP  drug  products.  Two  years  are  pro¬ 
vided  for  completion  of  the  studies  and  sub¬ 
mission  of  a  final  report.  The  document  rep¬ 
resents  the  second  time  FDA  has  used  the 
records  and  reports  requirement  of  the  new 
drug  provisions  of  the  statute  to  require 
preapproval-type  studies  of  approved  new 
drugs. 

This  document  will  propose  to  amend  the  IND 
regulations  to  require  sponsors  of  investiga¬ 
tional  new  drug  studies  to  submit  a  detailed 
report,  together  with  a  summary  of  the  find¬ 
ings  on  preclinical  studies.  The  proposal  will 
include  a  listing  of  specific  information  that 
must  be  included  in  the  report.  The  existing 
regulation  is  not  precise  enough  to  assure 
that  the  data  submitted  are  adequate  to 
enable  FDA  reviewers  to  conclude  that  it  is 
reasonably  safe  to  initiate  clinical  investiga¬ 
tions 

The  proposal  resulted  from  FDA’s  recognition 
of  a  possible  health  hazard  associated  with  3- 
mercaptoimldazoiine  because  data  have  been 
shown  that  the  substance  may  form  ethylen- 
ethlourea.  a  known  carcinogen.  This  docu¬ 
ment  would  prohibit  the  use  of  3-mercaptoi- 
midazoline  in  container  clostues  and  product 
delivery  systems  for  drugs  and  cosmetics  and 
in  components  of  devices. 

This  document  will  define  identifiable  func¬ 
tions  that  an  Inactive  ingredient  must  per¬ 
form  to  be  regarded  as  appropriate  for  use  in 
OTC  drug  products  and  will  require  that  if 
one  or  more  inactive  ingredients  are  volun¬ 
tarily  declared  in  the  labeling  then  all  Inac¬ 
tive  ingredients  must  be  declared  and  must 
appear  in  a  prescribed  format. 

This  notice  will  announce  the  Agency’s  posi¬ 
tion  on  all  data  and  petitions  submitted  in 
response  to  the  Category  III  ingredients  and 
labeling  claims  contained  in  the  final  mono¬ 
graph  for  OTC  antacids.  ’This  document  is 
necessary  to  complete  the  antacid  review. 
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III.  New  RnULATIOHS  CUKKBniT  UHDBt  DCVXLOnfDfT  WlTHIlf  THE  DSPAKTMEIfT —Continued 


Title  of  rcffulftUon  State  of  Contact  penon 

developmnent 


Citation 


Sununary 


Food  and  Drug  Administration— Continued 


Misleading  Brand  Names .  NPRM 


.do. 


do. 


OTC  Labeling  Standards NPRM  — . 


.do 


•do. 


Advertising  Regulations  for  NPRM . do . do . 

Prescription  Drug  Prod¬ 
ucts. 

Policy  on  Patient  Labeling  NPRM . do . ,.jdo . 

for  Prescription  Drugs. 


Umbrella  Good  Manufac-  Proposal.......—.....  Mr.  Robert  Lake,  Bureau  of  Foods  . do. 

turing  Practices.  (HFF-302),  200  C  Street  SW., 

Washington.  D.C.  20204,  202-245- 


»  1294. 

Golana:  Identity  to  Provide  _ do..— . . do . do. 

for  Standardization  of  a 
Food  Made  in  Semblance 
of  Cheese  or  Cheese  Prod¬ 
ucts. 

Smoked  Fish  GMP _ — . .do  —...... . do . do. 

Emergency  Permit  Controls  Final  regulation . do . do. 


for  Pickled,  Fermented, 
and  Acidified  Foods;  Low 
Add  Food  GMP;  Ferment¬ 
ed  Foods  GMP. 


Standard  of  Identity  of  _ do— . do . do. 

Concentrated  Tomato 
Juice. 

Frozen  Strawberries  Mini-  _ do——. . do . do. 

mum  Strawberry  Content 
and  Percentage  Labeling 
of  Sirup  and  Dry  Sweeten¬ 
er  Packs. 

Quick  Frozen  Shrimp  or  Proposal—...— . do . do. 

Prawns:  Recommended 

International  Standard. 


This  document  would  specify  criteria  under 
which  the  brand  name  of  a  drug  is  mislead¬ 
ing  and,  thus,  misbrands  the  drug  under  sec¬ 
tion  502  of  the  Act.  It  would  also  define  the 
circumstances  under  which  the  continued 
use  of  a  brand  name  for  a  reformulated  or  re¬ 
labeled  drug  product  would  misbrand  the 
drug.  The  proposal  has  particular  applicabil¬ 
ity  to  drug  products  reformulated  or  rela¬ 
beled  imder  the  DESI  or  OTC  reviews.  A  pro¬ 
posal  on  this  subject  was  published  on  March 
21,  1914.  Because  of  the  length  of  time  since 
the  proposal  was  published  and  the  signifi¬ 
cant  changes  make  in  the  approach  to  the 
regiilation,  the  Bureau  intends  to  withdraw 
the  1914  proposal  and  publish  a  revised  pro¬ 
posal  that  replies  to  the  comments  received 
on  the  1914  proposal. 

This  document  will  propose  to  establish  stand¬ 
ards  for  OTC  labeling.  It  will,  among  other 
things,  set  priorities  for  placement  of  re¬ 
quired  information  on  labels  and  in  labeling, 
establish  a  format  for  the  direction  for  use 
and  warnings,  limit  space  used  for  unre- 
qulred  information,  and  set  type-size  require¬ 
ments. 

This  document  proposes  to  revise  the  present 
regulations  to  provide  clear  requirements  for 
modem  advertising  techniques  and  to  clarify 
and  establish  additional  requirements  for 
promotional  labeling. 

This  document  will  propose  the  Agency's  over¬ 
all'  policy  on  patient  labeling  for  prescription 
drugs.  It  will  contain  minimum  general  re¬ 
quirements  for  the  content,  printing  specifi¬ 
cations,  and  distribution  of  labeling  and  will 
provide  for  the  availability  of  guideline  label¬ 
ing  to  meet  the  proposed  requirements. 

This  proposal  will  ui^te  and  expand  the  Um¬ 
brella  GMPs. 


This  proposal  establishes  standards  of  identity 
for  cheese  substitutes. 


This  proposal  will  be  a  proposal  to  revise  the 
good  manufacturing  practices  regulation  for 
the  smoked  fish  industry. 

This  final  regulation  will  ensure  safe  manufac¬ 
turing,  processing,  and  packing  procedures 
for  pickled,  fermented,  and  acidifi^  foods.  It 
will  also  establish  and  revise  the  specific  cur¬ 
rent  food  manufacturing  processes  for  fer¬ 
mented  and  low-acid  foods  respectively. 

nUs  regulation  will  establish  a  standard  of 
identity  for  concentrated  tomato  Juice. 

This  proposal  will  establish  a  minimum  straw¬ 
berry  content  and  percentage  labeling  of 
sirup  and  dry  sweetener  packs  for  frozen 
strawberries. 

We  plan  to  draft  standards  for  quick  frozen 
shrimp  which  will  not  provide  for  the  use  of 
phosphates  as  optional  ingredients.  Frozen 
shrimp  processors  presently  add  phosphates 
for  the  stated  purpose  of  reducing  drip  loss 
on  thawing,  however,  FDA  has  maintained 
that  such  use  also  serves  to  bind  excess 
water. 
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Title  of  regulfttlon  SUte  of  Contact  penon  Citation  Summary 

dcvelopmnent 


Food  and  Drug  Administration— Continued 


Quirk  Frozen  Raspberries;  . do . do . do. 

Recommended  Interna¬ 
tional  Standard. 


Frozen  Peaches;  Recom-  Final  regulation . do . do. 

mended  International 
Standard. 


Orange  Juice  with  Preserva-  . do . do...„ . do. 

tives  Identity. 


Solid  Contents  Statement  . do . do . do. 

on  Canned  Fruit  and 

Vegetable  Products. 

Hair  Dyes  Containing  Proposal . do . do. 

Animal  Carcinogen  2. 

4TDA. 


Bubble  Bath  Products  Pinal  regulation . do . do. 

Warnings. 


Hair  Dyes  Containing  do . do . do. 

Animal  Carcinogen 

4MMPD. 

CTFA  Cosmetic  Ingredient  do . do . do. 

Dictionary. 


Preservation  of  Cosmetics  Proposal . do . .  ......do. 

Coming  in  Contact  with. 


These  proposed  standards  of  Identity  and  qual¬ 
ity  for  frozen  raspberries  will  specify  a  mini¬ 
mum  percent  fruit  content  and  will  require 
declaration  of  the  percent  fruit  present  as 
part  of  the  name  of  the  food.  Frozen  rasp¬ 
berries  presently  in  the  marketplace  vary 
considerably  in  the  ratio  of  fruit  to  sugar 
used. 

These  proposed  standards  of  Identity  and  qual¬ 
ity  being  drafted  for  frozen  peaches  will 
specify  a  minimum  percent  fruit  content  and 
will  require  declaration  of  the  percent  fruit 
present  as  part  of  the  name  of  the  food. 
Frozen  peaches  presently  in  the  marketplace 
vary  considerably  in  the  ratio  of  fruit  to 
sugar  used. 

This  final  regulation  will  amend  the  standard 
of  identity  for  orange  juice  with  preserva¬ 
tives  and  concentrated  orange  Juice  with  pre¬ 
servatives. 

This  final  regulation  provides  an  alternative  to 
drained  weight  labeling  by  proposing  filled 
weight  labeling  requirements. 

This  document  proposes  a  warning  statement 
on  the  label  of  hair  dyes  containing  animal 
carcinogen  2.  4TDA  if  the  National  Cancer 
Institute’s  report  confirms  that  it  is  a  car¬ 
cinogen. 

On  January  28.  1977,  a  notice  was  published 
proposing  a  requir^  caution  statement  on 
labels  of  cosmetic  bubble  bath  products.  The 
caution  statement  was  propos^  in  light  of 
many  consumer  complaints  of  rashes  and 
genito-urinary  tract  infections  which  are  be¬ 
lieved  to  be  primarily  due  to  continued  use 
after  injury  occurs.  The  term  “bubble  bath 
product”  is  defined  for  the  purpose  of  the 
regulation. 

This  final  regulation  will  require  a  warning 
statement  on  the  label  of  hair  dyes  contain¬ 
ing  animal  carcinogen  4MMPD. 

This  final  regulation  will  finalize  recognition 
of  the  CTFA  (Cosmetic.  Toiletry  and  Fra¬ 
grance  Association.  Inc.)  Cosmetic  Ingredient 
Dictionary,  Second  Ed.,  1976,  as  petitioned 
by  the  CTFA,  as  a  new  source  of  ingredient 
names  adopted  for  use  in  cosmetic  ingredient 
labeling.  Thirty-four  names  of  ingredients 
were  deleted  from  the  originally  proposed 
regulation  for  reasons  of  Insufficient  disclo¬ 
sure  of  information.  On  the  initiative  of  the 
Commissioner,  the  document  also  lists  sever¬ 
al  supplements  and  new  editions  of  other 
currently  recognized  compendia  which  are 
proposed  for  adoption. 

The  Agency  has  received  several  reports  of  cor¬ 
neal  ulceration  resulting  from  microbial  con¬ 
tamination  under  normal  use  conditions  of 
inadequately  preserved  mascaras.  A  Notice  of 
Intent  to  propose  regulations  requiring  such 
preservation  was  published  on  October  II, 
1977  (42  FR  54837).  The  public  has  been  re¬ 
quested  to  submit  information  regarding  mi¬ 
crobiological  testing  methods  and  standards 
of  performance  which  assure  that  such  cos¬ 
metics  do  not  become  contaminated  with  mi¬ 
croorganisms  during  use  by  consumers.  Pub¬ 
lication  of  the  proposed  regulation  will 
depend  on  the  availability  of  satisfactory 
testing  methods  and  standards. 
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in.  N«w  Rsoulatioiis  CuMSirrLT  Uhdxr  DcvKLonaarr  Withui  thi  DsPAanaifT  -Continued 


Title  of  regulation  Stage  of 

developmnent 


Contact  peraon 


Citaticm 


Summarr 


Food  and  Drug  Administration— Continued 


Labeling  of  Sodium  and  Po>  —...do  . . do . do. 

tassium  Content  of  Foods. 


Nutritional  Quality  Guide-  Final  regulation . do . . .  —do—. 

line  for  Fruit  or  Vegetable 
Type  Beverage  Products 
Requiring  Vitamin  C. 

General  Principles  for  the  Notice  . do . . .  . do.... 

Addition  of  Nutrients  to 
Food. 


Label  Statements  Relating  Final  regulation . do . .  . do. 

to  Infant  Foods.  * 


U.S.  Recommended  Daily  Proposal^.— . do . . .  —do. 

Allowance  for  Manganese. 


Revision  of  Nutrient  Sped-  _ _ do 

fications  for  Infant  For¬ 
mulas. 


Specifications  for  Accept-  —...do....—..—..  «*«  . do. 

able  Bioavailability  of 
Iron  and  other  nutrients. 


Upper  Limits  of  Safe  Use  ...—do  . . do . —  *« 

for  Nutritionally  Essential 
Minerals. 


This  proposal  will  be  an  amendment  of  Section 
105.69  (“foods  used  to  regulate  sodium— and 
potassium— Intake”)  to  change  the  present 
mode  of  declaring  sodium  (»ntent  and  to  add 
a  description  of  how  potassium  content  is 
also  to  be  declared.  There  shall  also  be  a  new 
paragraph  in  Section  101.17  ("Food  labeling 
warning  statements”)  to  provide  for  warn¬ 
ings  regarding  potassium  content  on  labels  of 
some  salt  substitutes. 

This  final  regulation  will  establish  NOG  for 
fruit  or  vegetable  beverage  products  contain¬ 
ing  Vitamin  C. 

This  notice  will  establish  a  Food  and  Drug  Ad¬ 
ministration  policy  concerning  the  nutrient 
fortification  of  foo(L  This  policy  is  expressed 
as  a  series  of  principles  which  manufacturers 
are  urged  to  follow  if  they  elect  to  add  nutri¬ 
ents  to  a  particular  food  or  class  of  foods. 

This  final  regulation  requests  percentage  dec¬ 
laration  of  ingredients  of  Infant  foods.  Con¬ 
siderable  opposition  is  expected  from  indus¬ 
try  with  regard  to  the  extent  of  the  require¬ 
ments  for  percentage  labeling  of  ingredients. 

This  proposal  shall  simply  be  an  addition  to 
the  list  of  UJ3.  RDA’s  in  Section 
101.9(cH7Mlv)  and  Section  10S.3(bXl),  CFR. 

This  proposal  arill  be  an  amendment  of  Section 
105.65  CFR  (“Infant  Foods”)  to  accommo¬ 
date  some  changes  recommended  by  the 
American  Academy  of  Pediatrics  in  the 
“standards  for  (infant)  formulas.”  In  this 
proposal  we  shall  also  handle  the  issue  of 
other  nutrients  for  nutritional  adjuncts  (e.g., 
inositol)  which  are  appropriate  for  addition 
to  infant  formulas  (anci  Incidentally,  medical 
foods). 

The  intention  of  this  proposal  is  to  discrimi¬ 
nate  between  acceptable  and  unacceptable 
nutrient  source  compoimds  or  naturally  oc¬ 
curring  substances  on  the  basis  of  the  nutri¬ 
ent’s  ability  to  be  absorbed  and  biologically 
untilized  as  a  nutrient.  Initial  action  will  be 
to  describe  the  appropriate  degree  of  bioavai¬ 
lability  for  iron  which  is  to  be  added  to  f(K>d 
and  the  method  to  determine  its  bioavailabi¬ 
lity  separately  or  from  a  specific  food 
system. 

It  Is  our  intention  to  establish  through  this 
proposal,  upper  levels  for  safe  addition  of  nu¬ 
tritionally  essential  minerals  to  foods.  Exam¬ 
ples  of  these  minerals  are  chromium,  manga¬ 
nese,  molybdenum,  nickel,  selenium,  tin,  va¬ 
nadium,  copper  and  zinc.  Safety  is  partly 
predicated  on  the  nature  of  the  chemical 
compoimd  which  is  the  vehicle  for  the  re¬ 
spective  mineral.  Each  can  be  toxic  at 
amounts  which  may  be  used  in  some  foods 
especially  dietary  supplements.  Unlimited 
addition  of  these  substances  to  foods  could 
lead  to  chronic  toxicity. 


FEDEtAl  REGISTER,  VOL  43,  NO.  104— TUESDAY,  MAY  30,  1978 


23156 


NOTICES 


in.  New  Rsoulatioms  Cubbxmtlt  Under  Development  Within  the  Department  —continued 


Title  of  reffulAtlon  8Uce  of 

developmnent 


Contact  person 


Citation 


Summary 


Food  and  Drug  Administration— Continued 


GRAS— Whey,  Whey  Prod-  . do .....................  . do, 

ucts  and  Hydrogen  Perox¬ 
ide  Used  in  Whey  Treat¬ 
ments. 


Use  of  Chlorine  Gas  in  an  . do........ .  Mr.  Robert  Lake,  Bureau  of  Foods  . do. 

Aqueous  Solution.  (HFP-302),  200  C.  St.  SW.,  Wash¬ 

ington.  D.C.  20204,  202-245-1254. 


Procedural  Regulations  for  . do . .do . do. 

Medical  Device  Colors. 


Proposed  Revision  of  Tem-  — do . do . do. 

porary  Tolerances. 


Saccharin— Vending  Ma-  Final  regulation . do . do. 

chine  Warning  Notice. 


Filled  Cheese— Common  or  Proposal  . do . do. 

Usual  Name. 

Cholesterol-free  Egg  Substi-  ...^.do . do . do. 

tute— Petition  for  Recon¬ 
sideration. 


liquid  Protein  Products  Reproposal . do . do. 

Warning  Statement. 


Proposal  for  Common  or  Final  regulation . do . do. 


Usual  Name  for  Diluted 
Fruit  or  Vegetable  Juice 
Beverages. 

Polychlorinated  Biphenyles,  .. 

....do  — ...... 

. do . 

Proposed  Reduction  of 
Tolerance. 


Infant  Food;  Junior  Pood;  . do .....................  Mr.  Robert  Lake,  Bureau  of  Foods . do. 

Toddler  Meal.  200  C  St.  SW.,  Washington,  D.C., 

202-245-1254. 


This  proposal  will  establish  common  or  usual 
names  and  affirm  the  GRAS  status  for  whey 
and  whey  products;  This  is  the  result  of  10 
GRAS  petitions.  These  dried  whey  products 
have  numerous  potential  uses  in  food,  includ¬ 
ing  sources  of  milk  protein  and  use  as  milk 
solids  where  not  exempted  by  food  stand¬ 
ards.  Potential  competition  of  these  products 
with  "whole  milk"  food  products  (Le.,  frozen 
dairy  desserts)  may  be  controversial. 

This  proposal  will  establish  GRAS  conditions 
of  use  for  chlorine  food  sanitizers.  This  is  the 
result  of  12  GRAS  petitions  for  uses  of  chlo¬ 
rine,  hypachlorus  acid,  and  chlorine  dioxide 
as  food  sanitizing  solutions.  Potential  contro¬ 
versy  is  expected  because  the  use  of  chlorine 
dioxide  is  not  included  and  will  require  fur¬ 
ther  data.  Some  extreme  uses  of  chlorine  and 
hypochlorus  acid  will  also  be  excluded  for 
the  same  reason. 

The  medical  device  amendments  were  passed 
in  1976.  These  proposed  regulations  for  medi¬ 
cal  devices  would  amend  the  color  additive 
regulations  to  provide  for  the  issuance  of 
regulations  listing  colors  for  use  in  medical 
devices. 

Sec.  81.25  prescribes  temporary  tolerances  for 
the  use  of  certain  provisionally  listed  color 
additives  pending  a  decision  on  their  "perma¬ 
nent”  listing.  These  were  developed  on  the 
basis  of  early  preliminary  toxicity  data.  The 
proposed  revision  of  this  section  would 
change  the  tolerances  for  most  of  the  colors 
in  S.  81.25. 

This  proposal  will  require  that  vending  ma¬ 
chines  that  dispense  food  containing  saccha¬ 
rin  bear  a  statement  warning  prospective 
purchasers  of  the  risks  to  health  which  may 
be  presented  by  the  use  of  saccharin. 

This  proposal  will  establish  standards  of  iden¬ 
tity  for  cheese  substitutes. 

The  broad  issue  of  cholesterol  labeling  needs 
to  be  discussed  and  a  policy  established.  The 
issue  is  one  that  is  undergoing  considerable 
study  in  the  Bureau.  This  proposal  deals 
with  the  issue  of  the  term  cholesterol-free 
being  used  in  the  name  of  food  products. 

This  final  regulation  will  set  forth  tentative 
label  warning  requirements  for  protein  sup¬ 
plements  that  may  be  used  in  weight  reduc¬ 
tion  or  weight  maintenance  programs. 

This  final  regulation  establishes  a  common  or 
usual  name  for  undiluted  fruit  or  vegetable 
Juice  beverages. 

This  final  regulation  will  set  tolerances  for 
aflatoxln  in  peanuts. 

This  final  regulation  will  reduce  tolerances  for 
PCB’s  in  various  foods  and  feed.  The  com¬ 
ments  submitted  in  the  proposal  are  now 
being  evaluated,  and  it  appears  that  the  pro¬ 
posed  reduction  of  fish  tolerance  from  5  ppm 
to  2  ppm  is  highly  controversial  with  the 
fishing  Industry  and  with  some  States. 

This  final  regulation  requests  percentage  dec¬ 
laration  of  characterizing  ingredients  as  part 
of  the  statement  of  identity,  this  issue 
should  be  resolved  without  opposition  as  a 
distinct  but  related  matter  to  the  label  state¬ 
ments  relating  to  infant  foods. 
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III.  New  Rboulatioits  CuMDrrLT  Uitder  DEvcLoncnrr  Withih  thx  DcPAitTKDrr -Continued 


Title  of  regulation 

Stage  of 

Contact  person 

Citation 

Summary 

developmnent 

Food  and  Drug  Administration— Continued 


Plant  Protein— Common  or  . do . do. 

Usual  Names  for  Foods. 

Vegetable  Protein  Prod¬ 
ucts  which  Resemble  Sub¬ 
stitute  for  Meats,  Seafood, 

Poultry,  Eggs,  or  Cheese. 


Filled  Milk— Common  or  Notice . do. 

Usual  Name. 

Interstate  Conveyance  on  Proposal . do. 

Board  Food  Service  Oper¬ 
ations. 

Interstate  Conveyance  Ca-  . do . do. 

terlng  Point  Sanitation. 

Lead  in  Baby  Food . do . do. 


Food  Labeling;  Designation  . do . do. 

of  Ingredients  re:  Nutri¬ 
tive  Sweetners.  ^ 


Common  or  Usual  Name  for  Final  regulation . do . . . 

Substitutes  for  Margarine 
or  Butter. 


Tolerance  for  Mercury  in  . do . do. 

Fish. 

Nonfunctional  Slack-Fill ......  Proposal . do. 

Areas  of  principal  display  Final  regulation . do. 

panel. 


Fruit  flavored  spreads . do . do. 


Premarket  approval  propos-  NPRM . .  Mr.  Joseph  Mamana,  Bureau  of 

al.  Medical  Devices,  8757  Georgia 

Ave.,  Silver  Spring,  Md.,  301-427- 
7114. 


Classification  regulations  of  NPRM . . do. 

preenactment  devices. 


. do .  This  final  regulation  will  establish  common  or 

usual  names  for  vegetable  protein  products 
and  names  and  definitions  of  nutritional 
equivalence  for  the  5  major  protein  foods. 
Some  members  of  industry  have  expressed 
an  interest  in  having  a  new  proposal  rather 
than  a  final  regulation  issue  at  this  time. 
They  claim  that  new  developments  dictate 
this  as  the  appropriate  course  of  action. 

. do .  This  notice  will  terminate  the  filled  milk  pro¬ 
posal. 

Public  Health  Service  Act...  This  proposal  will  establish  sanitation  require¬ 


ments  for  Interstate  conveyances  carrying 
food  in  interstate  commerce. 

. do .  This  proposal  will  establish  sanitation  require¬ 
ments  for  caterers  to  interstate  conveyances 
carrying  food  in  interstate  commerce. 

Federal  Food,  Drug,  and  This  proposal  seeks  to  establish  action  levels 
Cosmetic  Act.  for  lead  in  canned  infant  formulas,  canned 

concentrated  infant  formulas,  and  canned 
infant  Juices.  Some  difficulty  has  been  en¬ 
countered  in  establishing  numerical  values 
for  these  action  levels. 

. do .  This  proposal  is  the  result  of  several  petitions 


requesting  some  form  of  exemption  for  iden¬ 
tification  of  specific  sweetening  ingredient. 
The  broad  issue  of  Ingredient  labeling  of 
sweeteners  in  foods  as  it  relates  to  health 
and  nutrition  is  one  designated  for  consider¬ 
able  study  in  the  Bureau  of  Foods. 

...do .  This  final  regulation  will  identify  a  name  like 

vegetable  oil  spread,  —pet.  oiL  The  butter  in¬ 
dustry  has  called  attention  to  the  PTC  Act 
which  has  requirements  for  labeling  marga¬ 
rine.  FDA  does  not  define  the  low  fat  prod¬ 
ucts  as  margarine. 

...do .  This  final  regulation  will  terminate  a  proposed 

regulation  and  announce  the  availability  of 
action  levels  (administrative  guidelines)  ac¬ 
cording  to  new  regulations  for  poisonous  or 
deleterious  substances. 

...do...»...» .  This  proposal  will  define,  limit,  and  specify 

compliance  measures  for  packaged  foods 
with  unnecessary  and  misleading  unfilled 
space  in  the  package. 

..4lo..«»..>~.«.»..~..~ .  This  final  regulation  would  revise  the  defini¬ 

tion  for  the  area  of  the  principal  display 
panel  which  is  used  for  determining  type-size 
and  other  labeling  requirements.  It  would 
base  it  on  the  surface  available  for  labeling, 
rather  than  allowing  the  placement  of  label¬ 
ing  to  determine  it. 


do,.,.....,,,,,,,,,..- .  This  final  regulation  will  establish  a  common 

or  usual  name  regulation  for  fruit  flavored 
spreads. 

do  . . . . .  This  proposed  regulation  will  provide  require¬ 


ments  for  submission  of  premarket  approval 
applications,  including  safety  and  effective¬ 
ness  requirements  for  tdl  class  III  medical  de¬ 
vices.  It  will  implement  and  amplify  sec.  515 
of  the  act.  The  major  policy  issue  involved 
will  be  the  confidentiality  of  data  and  appro¬ 
priate  procedures  for  publishing  or  making 
available  summaries  of  safe  and  effective 
data. 

.do . — .  These  proposed  regulations  will  classify  into 

three  re^atory  control  categories,  all  medi¬ 
cal  devices  marked  prior  to  May  26,  1976. 
The  classifications  are  based  on  the  work  of 
19  expert  advisory  panels.  There  will  be  at 
least  1  proposal  per  panel. 
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III.  New  RiQULATioifS  CuuiEirrLT  Uitder  Developmert  Within  the  Department —Continued 


Title  of  retulatlon  SUte  of  Contact  person  Citation  Summary 

developmnent 


Food  and  Drug -Administration —Continued 


Classification  procedures .  Final  order. 

Performance  standards  pro-  NPRM  . . 

cedural  regulation. 

Umbrella  good  manufactur-  Final  order, 
ing  practices. 


Product  listings . do - 

Banned  device  regulation . do _ 


Investigational  device  ex-  . do 

emptions. 


Administrative  restraint . do 


Recommendations  Concern-  NOI 
ing  *  Mammography 
Screening. 


Diagnostic  Ultrasound  . .  NOI . 


. do . do .  This  document  will  establish  procedures  and 

criteria  for  classifying  and  reclassifying  into 
the  3  classes,  all  medical  devices  pursuant  to 
sec.  513  of  the  act. 

. do . cio .  This  proposed  regulation  prescribes  the  proce¬ 
dures  by  which  performance  standards  will 
be  established,  developed,  and  promulgated 
for  all  class  II  medical  devices. 

. do... . do .  This  document  establishes  mandatory  and  op¬ 
tional  OMP's  to  be  observed  by  medical 
device  manufacturers  pursuant  to  520(f)  of 
the  act. 

. do . do .  This  final  order  will  require  registered  medical 

device  firms  to  list  their  products  and  give 
basic  information  concerning  the  specific 
products  to  PDA. 

. do . do .  This  final  order  will  provide  procedures  that 

FDA  can  use  in  banning  a  medical  device 
that  presents  a  substantial  deception  or  an 
unreasonable  and/or  substantial  risk  of  ill¬ 
ness  or  Injury. 

. do . do . . .  This  tentative  final  order  which  in  effect  is  a 

repropoasd,  provides  requirements  for  con¬ 
ducting  clinical  studies  and  investigations  of 
medical  devices  used  with  human  subjects. 

. do..„ . do .  This  document  establishes  procedures  for  im¬ 
plementing  304(g)  of  the  act.  It  provides  for 
20-30  d  administrative  detention  of  medical 
devices  suspected  of  being  adulterated  or 
misbranded. 

Mr.  Marshall  Little,  Bureau  of  Ra-  Public  Health  Service  Act...  Mammography  screening  of  the  general  popu- 
diological  Health,  5600  Fishers  lation  of  asymptomatic  women  has  been  rec- 

Lane,  Rockville,  Md.  20857,  301-  ommended  by  varioiu  organizations  includ- 

443-3429.  ing  the  American  Cancer  Society  and  the 

American  College  of  Radiology.  Because  of 
the  potential  cancer  risks,  NIH  recently  con¬ 
vened  an  expert  committee  to  review  these 
issues  and  to  develop  guidelines  for  the  mam¬ 
mography  screening  projects  being  support¬ 
ed  by  NCI.  A  Notice  of  Intent  wiU  be  pub¬ 
lished  which  will  seek  to  obtain  information 
and  opinion  concerning  such  questions  as  the 
population  to  be  screened,  the  usefulness  of 
a  base-line  mammogram,  etc.  Interim  guide¬ 
lines  will  also  be  proposed  as  part  of  the 
Notice.  These  will  based  primarily  on  the 
recommendations  made  by  the  NIH  expert 
committee. 

. do .  . . .  Diagnostic  ultrasound  equipment  is  being  used 

widely  with  little  evidence  of  the  degree  to 
which  human  exposiue  levels  may  be  harm¬ 
ful,  especially  to  the  developing  fetus.  This 
notice  will  announce  the  potential  develop¬ 
ment  of  standards  and/or  recommendations 
related  to  the  manufacture  and  use  of  these 
devices.  The  guidance,  which  is  included  in 
the  notice,  will  encourage  manufacturers  to 
employ  the  lowest  power  levels  practicable 
and  will  caution  against  unnecessary  expo¬ 
sure  to  patients  and  others. 
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Title  of  refuUUoD  8Uce  of  Contact  person  Citation  •  Summary 

developmnent 


Food  and  Drug  Administration— Continued 


Nuclear  Medicine  Quality  NOI .......... 

Assurance  of  Scintillation 
Cameras. 


Recommendations  for  Dlag-  NOI. 
nostic  Examinations. 


Recommendation  for  Rou-  . do....... 

tine  Chest  X-ray  Screen¬ 
ing  for  Cardiopulmonary 
Disease. 


National  Standards  for  . do........ 

Medical  Radiation  Tech¬ 
nologists. 


Phototherapy  Recommen-  . do ........ 

datlons. 


. do . do .  Quality  assurance  procedures,  which  include 

qiuUlty  control  procedures,  are  needed  broad¬ 
ly  in  nuclear  medicine  to  assure  maximum 
benefit  from  nuclear  medical  techniques, 
consistent  with  obtaining  high  quality 
images  at  minimum  cost  and  minimum  radi¬ 
ation  dose  to  the  patient.  Voluntary  recom¬ 
mendations,  to  be  based  on  BRH  technical 
reports,  will  be  developed  in  cooperation 
with  representatives  of  professional,  public 
and  private  groups  that  have  an  interest  and 
knowledge  in  the  field.  These  recommenda¬ 
tions.  therefore,  would  represent  a  consensus 
of  expert  opinion  upon  which  individual 
practitioners  and  allied  health  personnel  can 
rely  and  would  be  implemented  through  edu¬ 
cational  programs  and  cooperative  activities 
with  professional  organizations  and  State 
health  agencies. 

. do . „...do . . .  There  exists  a  considerable  range  in  the  en¬ 
trance  skin  exposure  and  the  resulting  organ 
doses  for  the  same  X-ray  procedure  conduct¬ 
ed  at  different  medical  facilities  and  often 
within  the  same  facility.  Radiation  exposure 
recommendations  are  being  investigated  that 
will  permit  radiologists,  radiation  protection 
personnel,  and  others  to  evaluate  exposure 
values  used  in  a  given  facility.  Following  the 
analysis  of  the  comments  generated  by  the 
Notice  of  Intent,  a  program  decision  will  be 
made  as  to  the  course  of  action  the  Bureau 
will  pursue. 

. do . do .  The  Bureau  is  evaluating  the  use  of  chest  X- 

ray  examinations  as  part  of  routine  screen¬ 
ing  programs  in  the  detection  of  cardiopul¬ 
monary  disease.  Numerous  studies  have 
shown  that  routine  chest  X-ray  screening  of 
asymptomatic  persons  for  certain  types  of 
pathology  is  neither  efficacious  nor  cost  ef¬ 
fective.  The  Bureau  has  prepared  a  prelimi¬ 
nary  analysis  report  evaluating  the  impact  of 
the  Department’s  1972  Policy  Statement  on 
Routine  Chest  X-ray  Screening. 

. do . do .  This  Notice  of  Intent  will  be  published  to  an¬ 
nounce  that  the  Bureau  of  Radiological 
Health  will  be  establishing  recommended 
qualifications  for  medical  radiation  technolo¬ 
gists.  The  Notice  will  solicit  professional  and 
public  input  about  existing  practices  of  cre- 
dentialing,  the  need  for  uniform  national 
standards,  and  possible  approaches  for  ensur¬ 
ing  that  all  medical  radiation  technologists 
demonstmte  a  certain  level  of  competence  in 
conducting  medical  radiation  examinations. 

. do . . . .  ......do .  In  this  Notice,  FDA  is  announcing  that  radi¬ 
ation  safety  guidelines  are  to  be  developed 
and  proposed  for  equipment  used  as  a  radi¬ 
ation  source  (in  combination  arith  the  drug, 
psoralen)  in  the  photochemotherapy  of  pso¬ 
riasis. 

Psoriasis  is  a  disfiguring,  often  incapacitating, 
disease  of  the  skin  that  affects  1  to  3  pet.  of 
the  world’s  population.  Derivatives  of  the 
drug  psoralen  are  currently  being  used,  along 
with  an  ultraviolet  radiation  source,  to  treat 
this  disease. 


FEDERAL  REGISTER,  VOL  43,  NO.  104— TUESDAY,  MAY  30,  1973 


23160 


NOTICES 
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Title  of  regulfttlOB  State  of 

developninent 


Contact  penon 


Citation 


Summary 


Food  mid  Drug  AniONiSTRATioir— Continued 


Recommendation  Advocat-  ......do . . do . do. 

Ing  Use  of  Improved  X- 
ray  Intensifying  Screens. 


Recommendation  for  UtiU-  . do . do . do. 

zation  of  Skull  Radiogra¬ 
phy  Following  Trauma. 


Advisory  Opinions  and  Re-  Pinal  order . .do .  . . do. 

codification. 


Recommendations  for  State  NFRM  .................  . - .  ^ 

and  Local  Agencies  Con¬ 
cerning  Accidental  Radio¬ 
active  Contamination  of 
Human  Food  and  Animal 
Feeds. 


Recent  advances  in  the  manufacture  of  X-ray 
intensifying  screens  offer  the  opportunity 
for  significant  reductions  in  X-ray  exposure 
to  patients  for  many  radiological  examina¬ 
tions.  The  new  generation  of  phosphor  mate¬ 
rials  could  enable  the  performance  of  many 
radiological  examinations  with  exposure  re¬ 
ductions  of  one-half  or  more  over  previous 
Imaging  systems  without  loss  of  image  qual¬ 
ity.  It  is  proposed  to  develop  an  FDA  radi¬ 
ation  protection  recommendation  designed  to 
encourage  rapid  adoption  of  these  imaging 
systems.  Such  a  recommendation,  supple¬ 
mented  by  performance  data  on  the  new  in- 

,tenslfylng  screens,  could  provide  the  incen¬ 
tive  for  facilities  to  use  these  newer  imaging 
systems  sooner  than  otherwise  would  occur. 

Uteratxire  and  several  clinical  studies  support 
the  contention  that  the  number  of  X-ray  ex¬ 
aminations  of  the  skull  for  trauma  could  be 
reduced  by  as  much  as  40  pet.  without  ad¬ 
versely  affecting  the  quality  of  health  care. 
The  Bureau  has  prepaid  a  preliminary  anal¬ 
ysis  of  the  use  of  skuU  radiography  following 
trauma,  and  is  supporting  a  study  to  survey 
several  clinical  facilities  to  more  adequately 
define  the  problem.  Data  from  this  study  will 
lead  to  the  development  of  questions  and 
concepts  for  recommendations  which  are  ex¬ 
pected  to  be  published  in  a  Notice  of  Intent. 
Following  analysis  of  the  comments  generat¬ 
ed  by  the  Notice,  the  program  will  be  re¬ 
viewed  and  a  decision  made  concerning  its 
future. 

These  amendments  will  codify  various  inter¬ 
pretations  and  advisory  opinions  under 
which  the  Bureau  currently  operates.  In  ad¬ 
dition,  the  section  on  assembly  and  reassem¬ 
bly  of  diagnostic  X-ray  systems  and  compo¬ 
nents  adll  be  moved  from  8100.16  to 
SI020.30(p)  in  order  in  incorporate  the  provi¬ 
sions  into  the  body  of  the  standard. 

The  proposed  recommendation  would  consist 
of  Protective  Action  Ouides  (PAOs),  defined 
as  the  projected  radiological  dose  equivalent 
or  dose  commitment  in  individuals  In  the 
general  population  that  warrants  protective 
action  following  a  release  of  radioactive  ma¬ 
terial.  The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  was  assigned  agency  re¬ 
sponsibility  for  this  task  in  the  Fdxrai.  Rxo- 
ISTKR  of  December  34,  1975  (40  FR  59404)  by 
the  Federal  Prepare^ess  Agency,  General 
Services  Administration.  Within  HEW,  this 
function  has  been  delegated  to  the  Commis¬ 
sioner  of  Food  and  Drugs. 
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Title  of  reculAtlon 


State  of 
developmnent 


Contact  peraon 


Citation 


Summary 


Food  and  Drug  Administration— Continued 


Regulatory  Standard  for  Final  order . do . do. 

Mercury  Vapor  Lamps. 


Amendments  to  the  Per-  NPRM . do . do. 

formance  Standard  for 
Laser  Products. 


Regulatory  Standard  for  NPRM . do . do. 

Microwave  Diathermy. 


Recommendation  for  X-ray  NPRM.. . . . do . .do. 

Exposure  of  Women  of 
Childbearing  Age. 


Recommendation  for  Qual-  NPRM . do . do. 

ity  Assurance  Programs  in 
Diagnostic  Radiology  Fa¬ 
cilities. 


This  Agency  has  decided  to  develop  a  regula¬ 
tory  product  safety  standard  for  high  inten¬ 
sity  mercury  vapor  discharge  lamps.  A  poten¬ 
tial  radiation  hazard  associated  with  the  use 
of  such  lamps  occurs  when  the  outer  bulb  of 
the  lamp  is  broken  while  the  inner  arc  tube 
of  the  lamp  continues  to  operate.  This  re¬ 
sults  in  the  emission  of  hazardous  short  wa¬ 
velength  ultraviolet  radiation.  The  injury  re¬ 
ports  received  by  this  Agency  further  indi¬ 
cate  an  acute  radiation  hazard  from  broken 
mercury  vapor  lamps.  The  standard  is  in¬ 
tended  to  r^uce  the  possibility  of  such  inju¬ 
ries  by  requiring  that  some  performance 
safety  feature  be  incorporated  into  the  lamp 
for  general  lighting  purposes  so  that  the 
lamp  will  cease  operation  within  a  short 
period  of  time  following  the  breakage  of  the 
outer  envelope.  Lamps  without  such  a  safety 
feature  shall  be  limited  to  restricted  uses 
only.  Further,  adequate  information  for  the 
safe  use  of  both  types  of  lamps  is  also  re¬ 
quired  to  be  provided  to  the  user. 

Administration  of  the  laser  standard  since  it 
became  effective  on  August  3,  1976,  indicates 
that  some  provisions  of  the  standard  may 
need  to  be  clarified.  These  changes  would 
reduce,  in  most  cases,  the  burden  on  affected 
manufacturers  without  compromising  the 
public  health.  Changes  would  be  made  in  the 
measurement  provisions,  more  flexibility 
would  be  permitted  in  labeling,  and 
allowance  would  be  made  for  the  unlikeli¬ 
hood  of  a  potentially  dangerous  eye  exposure 
to  low-level  stationary  and  rapidly  scanning 
laser  radiation. 

The  purpose  of  this  standard  is  to  provide  gen¬ 
eral  requirements  for  microwave  diathermy 
products  to  assure  that  to  the  extent  that 
safety  and  performance  can  be  controlled, 
microwave  (Uathermy  products  are  effective 
for  their  intended  use,  and  the  risk  of  injury 
to  patient  and  attending  personnel  is  mini¬ 
mized.  The  proposed  standard  includes  provi¬ 
sions  on  minimum  microwave  radiation 
output  to  achieve  therapeutic  heating,  limits 
on  microwave  leakage,  product  interlocks 
and  controls,  product  performance,  labeling, 
warnings  and  user  instructions,  and  test  re¬ 
quirements. 

The  guideline  to  be  proposed  will  address  and 
explain  three  particular  points  in  an  effort 
to  reduce  this  risk.  It  will  advise  physicians: 

(a)  To  ascertain  whether  their  female  pa¬ 
tients  are  or  could  be  pregnant,  prior  to  or¬ 
dering  abdominal  radiological  examinations; 

(b)  to  utilize  modified  or  limited  studies 
when  possible  for  female  patients  who  are 
likely  to  be  or  who  are  definitely  pregnant, 
as  a  means  of  reducing  fetal  exposure;  and 

(c)  to  use  alternative  procedures  for  radiolo¬ 
gical  examinations  when  appropriate. 

The  purpose  of  this  publication  is  to  encourage 
diagnostic  radiology  facilities  to  establish 
their  own  quality  assurance  programs  with 
the  goals  of  improving  diagnostic  image  qual¬ 
ity  and  reducing  unnecessary  patient  radi¬ 
ation  exposure.  The  recommendation  will 
also  suggest  elements  which  should  be  In¬ 
cluded  in  such  programs. 
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Title  of  regulation 


Stage  of 
developnment 


Contact  person 


Citation 


Summary 


Food  and  Drug  Administration— Continued 


Amendments  to  the  Diag-  NPRM . .  ......do . do. 

noetic  X-ray  Equipment 
Standard. 


Amendments  to  Diagnostic  NPRM . . do . do. 

X-ray  Standard  Beam 
Limitation. 


Recommendations  or  Regu-  Notice . do . do. 

lations  for  Radiation 
Therapy  Equipment. 


Beam  Quality  Amendment  NPRM ..................  ......do . . . do. 

for  Dental  X-ray  Systems. 


Amendments  to  the  Diag-  NPRM . . do . . . do. 

nostic  X-llay  Standard 
tomographic  Systems. 


Nuclear  Medicine  Evalua-  NPRM—. . .  . do . . . Hn . 

tion  of  Diseases  of  Thy¬ 
roid  Gland  Recommenda¬ 
tions. 


Certain  of  these  amendments  will  codify  var¬ 
ious  Interpretations  and  advisory  opinions 
under  which  the  Bureau  currently  operates 
or  will  clarify  the  Bureau's  intent  concerning 
provisions  of  the  standard.  Other  amend¬ 
ments  concerning  spot-film  and  fluoroscopic 
X-ray  field  limitation  were  proposed  in  a 
June  11.  1975,  Federal  Register  Notice  of 
proposed  rulemaking  (40  FR  24909).  As  a 
result  of  comments  received,  these  latter 
amendments  were  withdrawn  for  further 
study  and  are  now  being  reproposed  in  a 
modified  form. 

These  amendments  to  the  diagnostic  X-ray 
standard  would  revise  and  simplify  the  re¬ 
quirements  for  Positive  Beam  Limitation 
(PBL)  contained  in  S  1020.31(eK2).  In  addi¬ 
tion,  provisions  for  overriding  automatic  X- 
ray  field  adjustment  systems  on  fluoroscopic 
X-ray  equipment  will  be  addressed  and  a 
warrdng  label  required.  The  changes  in  the 
PBL  requirements  would  allow  more  flexibil¬ 
ity  in  the  conditions  under  which  PBL  is  re¬ 
quired.  and  should  promote  more  upgrading 
of  old  equipment. 

The  Notice  annoimces  the  possibility  of  future 
FDA  actions  in  the  form  of  regulatory  stand¬ 
ards  and/or  recommendations  related  to  ion¬ 
izing  radiation  therapy  equipment  used  pri¬ 
marily  in  the  treatment  of  cancer.  Approxi¬ 
mately  half  of  slU  new  cancer  patients  receive 
ionizing  radiation  therapy  during  the  course 
of  their  treatment.  Problems  associated  with 
accurate  dose  delivery,  during  therapy,  are 
related  to  both  equipment  and  personnel  in¬ 
adequacies. 

The  beam  quality  amendment  for  dental  X-ray 
systems  is  needed  to  reduce  patient  exposure 
resulting  from  the  use  of  low  kilovoltage 
dental  X-ray  systems. 

Computerized  tomographic  (CT)  x-ray  systems 
are  diagnostic  x-ray  systems  which  represent 
a  major  new  technical  break-through,  not 
available  when  the  standard  was  issued.  Al¬ 
though  some  provisions  of  the  standard  are 
appropriate  for  CT  systems,  it  is  recognized 
that  other  requirements  may  not  be  appro¬ 
priate  for  such  complex  equipment,  and  that 
additional  requirements  may  be  necessary  to 
assure  adequate  public  health  protection. 

Over  the  past  20  yrs,  increased  attention  has 
been  drawn  to  the  association  between  ioniz¬ 
ing  radiation  and  the  development  of  nod¬ 
ules  and  cancer  of  the  thyroid  gland.  The 
Bureau  is  proposing  guidance  on  the  need  to 
formulate  voluntary  recommendations  to  en¬ 
courage  techniques  in  nuclear  medicine 
which  lower  or  eliminate  patient  radiation 
dose  in  thyroid  studies,  without  compromis¬ 
ing  clinical  information. 
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Title  of  reguloUon  SUoe  of  Contact  person  Citation  Summary 

developmnent 


Food  and  Drug  Administration— Continued 


Suggested  State  Regula-  Notice  of  . do..... _ ......................................  —...do. 

tions.  availability. 


Regulatory  Standard  for  Final  order...— . . do . . . do. 

Sunlamps. 


Emergency  Radiation  Dose  NOI.......~ . do . do. 

Limits  to  Health  and 
Safety  of  Ambulance  Ser¬ 
vices,  Hospital  and  Other 
Health  Care  PersonneL 


Quality  Assurance  Recom-  NOI . . . do . do. 

mendations  in  Dental  Ra¬ 
diography. 


Recommendations  for  Post-  NPRM— . . do . do. 

Treatment  Dental  Radio¬ 
graphs. 


State  radiation  control  problems  are  essential 
to  effective  national  radiation  protection  be¬ 
cause  they  provide  protection  in  areas  where 
Federal  agencies  have  no  Jurisdiction.  The 
Suggested  State  Regulations  for  control  of 
radiation  was  first  prepared  in  1962  and  is 
periodically  updated.  A  model  code,  offered 
through  this  notice,  assists  the  States  in  de¬ 
veloping  their  regulation  and  encourages  uni¬ 
form  regulations  among  States  to  comple¬ 
ment  Federal  regulations  (e.g.,  in  areas 
beyond  certain  Federal  regulatory  authority 
as  in  the  user  area).  This  is  a  cooperative 
project  of  the  Conference  of  Radiation  Con¬ 
trol  program.  Directors  (representing  the 
State  and  Local  agencies),  FDA.  and  other 
Federal  agencies  with  responsibilities  in  radi¬ 
ation  control  (including  the  Nuclear  Regula¬ 
tory  Commission  and  the  Environmental 
Protection  Agency). 

This  standard,  under  development  since  1979. 
is  intended  to  allow  continued  use  of  a  sun¬ 
lamp  product  and  yet  to  minimize  the  danger 
of  injury.  This  purpose  is  achieved  through 
the  provisions  of  safety  performance  criteria 
in  the  standard  including  the  limitation  of 
shorter  wavelength  emissions,  more  adequate 
warnings,  requirement  of  special  lamp  base 
and  a  timer  to  control  the  duration  of  the  ex¬ 
posure. 

Interagency  responsibilities  for  Radiological 
Incident  Emergency  Response  Planning, 
Fixed  Facilities  and  Transportation  Acci¬ 
dents  published  in  the  Fcseral  Rxgister  (FR 
99191)  stated  that  HEW  is  responsible  for  is¬ 
suance  of  guidance  on  emergency  radiation 
doses  related  to  health  and  safety  of  ambu¬ 
lance  services,  hospital  and  other  health  care 
personnel,  in  cooperation  with  EPA.  The 
guidance  will  establish  dose  limits  for  emer¬ 
gency  medical  personnel  for  planned  and  un¬ 
planned  lifesaving  actions  during  the  trans¬ 
portation  and  treatment  of  persons  contami¬ 
nated  with  radioactivity.  Recommendations 
will  be  based  on  a  review  of  national  and  in¬ 
ternational  standards  relevant  to  this  matter. 
They  will  be  consistent  with  present  radi¬ 
ation  risk  and  effects  information  and  based 
on  the  principle  of  avoiding  unnecessary  ra¬ 
diation  exposure  when  possible  and  that  any 
radiation  exposure  should  be  balanced  by 
commensurate  benefit. 

The  purpose  of  this  project  is  to  consider 
measures  to  correct  the  problem  of  overexpo¬ 
sure  and  imderdevelopment  in  intraoral 
dental  radiography.  This  project  will  result 
in  recommendations  (and  educational  pro¬ 
grams  to  implement  those  recommendations) 
which  will  help  alleviate  the  problem. 

A  practice  which  appears  to  be  on  the  increase 
is  the  requirement  for  post-treatment  dental 
.diographs  by  third  party  carriers  as  evi¬ 
dence  of  dental  treatment.  Proper  justifica¬ 
tion  for  the  application  of  radiation  to 
humans  requires  that  there  be  some  poten¬ 
tial  benefit  to  the  Individual  receiving  the  ex¬ 
amination.  Post-treatment  radiographs,  how¬ 
ever.  are  not  always  needed  for  patient  man¬ 
agement.  It  is  likely  that  this  project  will  cul¬ 
minate  in  recommendations  stating  that 
post-treatment  radiographs  should  not  be 
taken  merely  as  evidence  of  treatment. 
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Title  of  regulation 


Stage  of 
developmnent 


CMitact  penon 


Citation 


Summary 


Food  and  Dbuc  Administration— Continued 


Recommendations  on  Ra-  NPRM. 
dioluminous  Timepieces. 


„<lo.. 


Sterility  of  Pyrogenicity  of  NPRM. 
Animal  Drugs. 


4-0  Meat  in  the  Feed  and  NPRM. 
Food  of  Livestock  and 
Pets. 


Diversion  of  Human  Food  NPRM. 
to  Animal  Feed. 


Prohibited  Substances;  De-  Final... 
odoriser  Distillate. 


Administration.  5600  Fishers  Lane. 
RockvUle,  Md.  20857,  301-443-6243. 
™.do . 


Copper  in  Animal  Feeds . 


Feeds. 


Regulations. 


Refusal  to  Approve  an  Ap-  . do. 

plication. 


,.do .  Over  the  past  several  decades,  radium  has  been 

used  extensively  as  the  lumlnizlng  activator 
in  the  paint  used  on  the  hands  and  dials  of 
timepieces  available  to  the  constuner  public. 
More  recently,  tritium  and  promethium-147 
have  also  come  into  use  for  this  purpose. 
Radium  constitutes  a  source  of  unnecessary 
radiation  exposure  that  could  be  significant¬ 
ly  reduced  or  avoided  by  the  use  of  radionu¬ 
clides  emitting  lower  energy  radiations.  The 
proposed  recommendations  are  directed  to 
the  State’s  radiation  control  program  direc; 
tors  and  include  the  efficacy  of  the  lumlnes^ 
cence,  the  occupational  exposure  parameters, 
the  does  commitment  to  the^individual  and 
population,  alternatives  to  the  use  of  radium, 
and  radiation  warning  labeling.  Because  of 
the  responsibilities  of  other  Federal  agencies 
in  this  area,  involvement  in  the  review  and 
development  of  these  recommendations 
would  also  include  the  Nuclear  Regulatory 
Commission,  Consumer  Product  Safety  Com¬ 
mission,  DB.  Customs,  and  the  Department 
of  Transportation. 

Mr.  Robert  Brigham,  Bureau  of  Vet-  Federal  Food,  Drug,  and  This  proposal  will  amend  the  current  good 
erinary  Medicine,  Food  and  Drug  Cosmetic  Act.  manufacturing  practice  regulations  in  order 

to  establish  the  necessity  for  the  sterility 
and  nonpyrogenicity  of  certain  animal  drugs. 

. do . . .  This  propo^  will  recognise  the  long-standing 

practice  regarding  the  use  of  4-D  meat  prod¬ 
ucts  (dead,  dying,  downed,  or  diseased)  as  in¬ 
gredients  of  livestock  and  pet  food.  The 
products  are  considered  not  suitable  for 
human  consumption.  Pet  food  labeling  will 
be  required  to  identify  such  source  ingredi¬ 
ents. 

. do . . . .  This  proposal  will  establish  criteria  and  proce¬ 
dures  to  be  followed  when  an  affected  party 
wishes  to  divert  to  animal  feed,  food  which  is 
found  unsuitable  for  human  consumption. 

..do . do . .  This  final  regulation  will  prohibit  the  use  of 

deodorizer  distillates. 

This  final  regulation  will  finalize  the  food  ad¬ 
ditive  status  for  vitamin  K  in  animal  feeds. 
Based  upon  environmental  considerations  and 
residues  in  tissues  this  final  regulation  will 
limit  the  use  of  copper  in  animal  feed. 

This  proposal  will  set  forth  safe  levels  of 
animal  drug  cross  contaminants  resulting 
from  the  manufacture  of  medicated  feeds. 
The  document  will  define  the  term  “unsafe” 
contamination  as  used  in  the  regulations  re¬ 
garding  current  good  manufacturing  prac¬ 
tices  for  animal  feeds. 

This  proposal  will  modify  the  safety  and  effec¬ 
tiveness  requirements  for  minor  species  of 
animals  so  as  to  permit  the  approval  of 
animal  drugs  in  species  for  which  there  is 
little  demand  and  thus  little  or  no  economic 
value  to  drug  manufacturers. 

This  final  regulation  will  establish  criteria  for 
good  laboratory  practices  in  nonclinical  labo¬ 
ratory  facilities. 

do .  This  final  regulation  updates  two  regulations, 

S.  514.111,  regarding  adequate  and  well  con¬ 
trolled  investigations  of  animal  drugs. 


..do . 


NPRM . 

NPRM . . 

Pinal _ _ 

. -do . 

..do.. 
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Title  of  refulntloo  Stece  of  Contact  penon 

developmnent 


Citation 


ftiimtTiAry 


Food  and  Drug  Administration— Continued 


Administrative  Procedures;  „....do. 

Revision  of  Requirements 
for  Appearance  and  Hear¬ 
ing,  etc. 


„....do...„ . .  This  proposal  will  revise  the  new  animal  drug 

regulations  to  make  them  consistent  with 
human  drug  regulations  concerning  the  con¬ 
tent  of  notices  of  opportunity  for  a  hearing 
and  the  circumstances  under  which  a  notice 
of  opportunity  for  hearing  will  be  granted  or 
denied.  It  also  proposes  clarifications  and 
amendments  pertaining  to  the  data  neces¬ 
sary  to  demonstrate  safety  and  effectiveness 
of  new  animal  drugs. 


rv.  Existing  Regulations  Currently  Undergoing  Review  and  Revision  Within  the  Department 


Department  Regulations 


Ms.  Jacqueline  Porter,  Room  3111  Titles  I,  IV-A,  IV-O,  X  These  regulations  cover  State  plan  processing 
West  High  Rise,  Social  Security  XIV,  XVI  (AABD),  XIX,  requirements  for  providing  medical  asslst- 

Adminlstration,  Baltimore,  Md.  and  XX  of  the  Social  Se-  ance,  social  services,  enforcement  of  chOd 

21235,  301-S94-S639.  curity  Act.  support,  and  financial  assistance  under  the 

Social  Security  Act.  They  cover  how  to 
submit  or  amend  a  State  plan;  how  a  claim 
for  Federal  funds  Is  allowed  deferred  or  dis¬ 
allowed;  what  kinds  of  Federal  reviews  are 
conducted;  and  various  State  appeals  from 
Federal  decisiona 


For  the  Public  Health  Service:  Mari-  Programs  under  titles  I.  These  regulations  propose  new  rules  and  revise 
lyn  L.  Martin.  Room  722H.  Hubert  rV-A,  V,  X  XTV.  XVI  existing  rules  governing  Federal  financial 

Humphrey  Bldg.,  200  Indepen-  (AABD).  XIX  and  XX  of  participation  in  sterilizations  funded 

dence  Ave.  SW..  Washington,  D.C.  the  Social  Security  Act;  through  various  departmental  programs. 
20201.  For  the  Health  Care  Fl-  titles  III  and  X  of  the  (Three  agencies  within  the  Department  are 

nancing  Administration:  Emily  J.  Public  Health  Service  responsible  for  administering  programs 

Nichols,  Room  4513,  Switzer  Bldg.  Act;  and  sec.  205  of  Pub.  under  which  sterilizations  are  performed— 

330  C  St.  SW..  Washington,  D.C.  L.  94-03,  42  UB.C.  300a-0.  Medicaid  Bureau  of  the  Health  Care  Financ- 

20201,  245-0701.  ing  Administration,  the  PubUc  Health  Serv¬ 

ice  and  the  Administration  for  Public  Ser¬ 
vices  of  the  Office  of  Human  Development 
Services. 


PuBUC  Health  Service 


1.  PHS  Chrants  Regulations..  NPRM _ _  Mr.  Richard  Cummings,  Public  The  Public  Health  Service  These  regulations  contain  provisions  for  the 

Health  Service,  Room  1725,  Park-  Act.  award  of  grants  under  various  PHS  pro¬ 
lawn  Bldg.,  5600  Fishers  Lane,  grams.  The  Public  Health  Service  is  now  ex- 

Rockville,  Md.,  443-0397.  ploring  ways  to  consolidate  all  its  grants  reg¬ 

ulations. 

(a)  Part  51— Grants  to  NPRM . do . do .  Do. 

States  for  Comprehensive 

health  planning  and 
public  health  servlets. 

Subpart  B. 

(b)  Part  51a— Grants  for  NPRM . . . do . do .  Do. 

maternal  and  child  health  ' 

and  crippled  children  ser-* 

Tices. 

(c)  Part  51b— Grants  for  NPRM . do . do .  Do. 

Communicable  Disease 

Control. 

(d)  Part  51c— Project  NPRM . do . do .  Do. 

Grants  for  Health  Ser¬ 
vices  development. 

(e)  Part  51d— Grants  for  NPRM . . do . . . do .  Do. 

service  projects  for  genet¬ 
ic  and  other  diseases. 

(f)  Part  51e— Grants  for  NPRM . do . do .  Da 

home  health  services. 


1.  State  plan  procediual  NPRM... 
rules  for  the  Medicaid, 

Child  Support  Enforce¬ 
ment.  Title  XX  Social 
Services  programs,  as  well 
as  social  services  and  fi¬ 
nancial  assistance  under 
TlUes  L  IV-A  X  Xrv. 
and  XVI  (AABD)  of  the 
Social  Security  Act.  (45 
CFR  Parts  201  and  213;  45 
CFR  H  204.1,  204.2. 

205.5(b).). 

Sterilizations  Regulations ....  NPRM ... 
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IV.  Existing  Regulations  Currently  Undergoing  Review  and  Revision  Within  the  Department  -Conitnurd 


Title  of  retulAUoB  Stege  of  ConUct  penon  CItaUon  Summmry 

derelopinnent 

PuBUC  Health  Service— Continued 


<E)  P*rt  52— Onnts  for  NPRM~.._.« . .do . do .  Do. 

reseefch  projects. 

(h)  Psrt  S2a— NAtionml  NPRM . . do . do .  Do. 

Hesrt  and  Lung  Institute 

Grants  for  National  Re¬ 
search  and  Demonstration 
Centers. 

(i)  Part  S2I>— NaUonal  NPRM . . .do . . do .  Do. 

Cancer  Institute  Con- 

structicm  Grants. 

<j)  Part  S2c— Minority  NPRM... . .do . do .  Do. 

Biomedical  support  pro¬ 
gram.  ' 

(k)  Part  52d— NaUonal  NPRM _  _ do . do .  Do. 

Cancer  InsUtute  clinical 

cancer  educaUon  pro- 
gramMinority  Biomedical 

support  program.  < 

(l)  Part  52e— NaUonal  NPRM . . do . — . do .  Do. 

Heart  and  Lung  Institute. 

(m)  Part  53— Grants,  NPRM . .do . . .do .  Do. 

loans  and  loan  grantees  or 

construcUon  and  modem- 
izaUon  of  hospitals  and 
medical  faciliUes. 

(n)  Part  54— Grants  for  NPRM . . . do . .  ......do .  Do. 

community  mental  health 

centers. 

(o)  Part  54a— Grants  to  NPRM  _ _  _ do . .....jdo . Do. 

States  for  drug  abuse  and 

alcoholism  prevenUon, 
treatment,  and  rehabllita- 

Uon  services.  ^ 

(p)  Part  54b— Grants  to  NPRM.» . .do . ...^lo................... .  Do. 

States  tor  drug  abuse  pre- 

venUon  funcUons. 

(q)  Part  55— Grants  for  NPRM . . do . do . . .  Do. 

advancement  of  health  in 

coal  mtnifiy 

(r)  Part  55a— Program  NPRM . do . do .  Do. 

grants  for  coal  miners’ 

respiratory  clinics. 

<s)  Part  56— Grants  for  NPRM  . . .do... . do .  Do. 

emergency  medical  ser¬ 
vices  sirstems. 

(t)  Part  56a-Grants  for  NPRM . . do . .do .  Do. 

emergency  medical  ser¬ 
vices  systems. 

(u)  Part  57— Grants  for  NPRM.... . do . .do .  Do. 

construction  of  health  re¬ 
search  faciliUes  (including 

mental  retardaUon  re¬ 
search  facilities),  teaching 
facilities,  student  loans, 
education  Improvement 
and  scholarships.  Sub- 
paits  A-G.  I-J.  K.  M.  O-P. 

R-X  and  BB. 

(V)  Part  56— Grants  for  NPRM . do . do .  Do. 

family  planning  services. 
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rv.  ExiSTim  RnuLATioifS  CuuuMtlt  Tjifontooiifo  Revikw  and  Rkvisiom  Wrnmf  thk  DEPARniKifT  -Continued 


nUe  of  reguIaUon 

Bta^of 

developmnent 

Contact  person  Citation 

Summary 

Office  of  Education— Continued 

(w)  Part  59a— National 

NPRM _  _ do... 

Do. 

library  of  Medicine 
grants. 

Health  Care  Financing  Administration 

Medicaid  Program .  Final  with  a  Mr.  Paul  R.  WlUglng,  Acting  Dlrec-  Title  XIX  of  the  Social  Se-  These  regulations  Implement  title  xrx  of  the 

comment  period,  tor,  Medicaid  Bureau,  Room  4094,  curity  Act.  Social  Security  Act.  Title  icnc  provides  for 

Switser  Bldg.,  Health  Care  Financ-  medical  assistance  to  certain  categories  of 

ing  Administration,  330  C  St.  SW.,  low  income  people. 

Washington,  D.C.  20201,  245-0128. 


OiTicx  or  Education 


1.  Title  ni— Strengthening  NPRM _ ....  Dr.  Anita  Allen,  Room  3058  ROB-3,  Sec.  301-306  of  title  m  of 

Developing  Institutions.  7th  and  D  Sts.  SW.,  Washington,  the  Higher  Education 

D.C.  20202,  245-9754.  Act  of  1965,  as  amended. 


X  General  Provisions  for  NPRM _ _ _ ....  Mr.  Richard  O.  Bull,  Room  5082,  Not  applicable. 

Education  Programs.  ROB-3.  7th  and  D  Sts.  SW.,  Wash¬ 

ington,  D.C.  20202,  245-8882. 


3.  Pt.  147— Procedures  and  NPRM _  Dr.  Richard  T.  Thompson,  Room  Title  VI  and  Sec.  1001  of 

criteria  for  resolving  ques-  3923,  ROB-3,  7th  and  D  Sts.  SW.,  the  National  Defense 

tions  involving  moral  20202,  245-2356.  Education  Act  of  1958,  as 

character  or  loyalty  of  ap-  amended. 

pUcants  for  holders  of 
NDEA  feUowships. 

4.  Pt.  177— Guaranteed  Stu-  NPRM Mrs.  Patricia  Hopson,  Room  4642,  Pub.  L.  95-43  iamend- 

dent  Loan  Regulation.  ROB-3,  400  Maryland  Ave.  SW.,  ments). 

Washington,  D.C.  20202,  472-3390. 


6.  Basic  Educational  Oppor-  NPRM  Mr.  William  Moran,  Room  4923,  Title  TV  of  the  Higher  Edu- 

tunity  Grant  Regulations.  ROB-3,  400  Maryland  Ave.  SW..  cation  Act  of  1965,  as 

Washington,  D.C.  20202,  245-1744.  amended. 


6.  Health  Education  Assist-  NPRM  . . .  Mr.  David  C.  Bayer,  Room  4642,  Health  Profession  Educa- 

ance  Loan  Regulations.  ROB-3,  400  Maryland  Ave.  SW.,  tional  Assistance  Act  of 

Washington.  D.C.  20202,  472-2765.  1976. 


Under  the  authority  of  title  III  of  Higher  Edu¬ 
cation  of  1965,  the  Commissioner  assists  cer¬ 
tain  institutions  of  higher  education  to 
strengthen  their  academic  quality  and  ad¬ 
ministrative  capacity.  These  institutions  are 
called  developing  institutions. 

These  regulations  contain  general  administra¬ 
tive  and  fiscal  requirements  for  direct  proj¬ 
ect  grants,  contracts,  and  State- administered 
programs.  Their  revision  is  related  to  the  De¬ 
partment’s  general  regulations  for  the  ad¬ 
ministration  of  grants. 

These  regulations  govern  procedures  and  crite¬ 
ria  for  resolving  issues  concerning  the  award 
or  continuation  of  a  fellowship  to  persons 
whose  moral  character  or  loyalty  has  been 
questioned. 

These  regulations  contain  requirements  for 
both  loan  guarantee  programs  of  State  and 
nonprofit  agencies  and  the  Federal  insured 
student  loan  program. 

These  regulations  contain  technical  amend¬ 
ments  to  define  more  clearly  the  administra¬ 
tion  of  the  program  and  to  implement  the  re¬ 
quirements  mandated  by  the  Education 
Amendments  of  1976. 

These  regulations  govern  a  Federal  program  of 
insured  loans  to  graduate  students  in  health 
professions  schools. 


Human  Development  Services 


1.  Runaway  Youth  Regula-  NPRM 
tions. 


X  Federal  Interagency  Day  NPRM 
Care  Requirements  Regu¬ 
lations. 


Mrs.  Patricia  Jefferson,  330  Indepen¬ 
dence  Ave.  SW.,  Washington,  D.C. 
20201,  245-2862. 


Dr.  Bruce  Preston,  Jr..  Administra¬ 
tor  for  CYF,  HEW.  P.O.  Box  118X 
Washington,  D.C.  20013,  755-7430. 


Title  III  of  the  Juvenile 
Justice  and  Delinquency 
Prevention  Act  of  1974, 
as  amended. 


Sec.  S77(b)  of  the  Commu¬ 
nity  Services  Act  of  1974 
and  sec.  2002<a)(9KB)  of 
Utle  XX  of  the  Social  Se¬ 
curity  Act. 


This  program  makes  grants  to  local,  private, 
nonprofit  agencies,  and  some  State  umbrella 
agencies  to  provide  temporary  shelter,  coun¬ 
seling,  after-care,  and  other  services  to 
runaway  and  other  homeless  youth  and  their 
families. 

These  regulations  establish  day  care  standards 
which  will  apply  to  day  care  services  pro¬ 
vided  under  title  XX.  IV-B,  IV-A,  and  IV-A/ 
WIN  programs.  They  also  establish  adminis¬ 
trative  provisions  to  carry  out  the  new  stand¬ 


ards. 
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IV.  Existinc  REGtnjiTiONS  CxjRiUEirTLY  Undergoing  Review  and  Revision  Within  the  Department  -  Continued 


Title  of  ratulAtloii 


Suceof 

developninent 


ConUct  penon 


Human  Development  Services  —Continued 


3.  Fair  Hearing  Regulations.  NPRM . 


Mrs.  Johnnie  Brooks.  Administrator  42  UB.C.  1302.. 
for  Public  Services.  P.O.  Box  1923. 

Washington.  D.C.  20013.  245-9416. 


These  regulations  provide  procedures  for  hear¬ 
ings  for  persons  who  are  denied  services  or 
benefits. 


Social  Security  Administration 


1.  Federal  Old-Age.  Survl-  NPRM. 
vors  and  Disability  Insur¬ 
ance  (20  CFR  pt.  404). 


(a)  Subpt.  C— Basic 
Computation  of  Benefits 
and  Lump  Sums. 

(b)  Subpt.  D— Old-Age. 
Disability,  Dependents' 
and  Survivors’  Insurance 
Benefits;  Period  ot  Dis¬ 
ability. 

(c)  Subpt.  O^Filing  of 
Applicaticms  and  Other 
Forms. 

(d>  Subpt.  H— EMdence  - 

(e>  Subpt.  J— Proce¬ 
dures,  Payment  of  Bene¬ 
fits.  and  Representation 
of  Parties. 

(f)  Subpt.  P— Rights  and 
Benefits  Based  on  Disabil¬ 
ity. 

2.  Supplemental  Security 
Income  for  the  Aged. 
Blind,  and  DisaUed  (20 
CFR  pt.  416). 


(a)  Subpt.  I— Determina-  NPRM . 
tion  of  Disability  or  Blind¬ 
ness. 

(b)  Subpt.  K— Income  NPRM. 
and  Exclusions. 

(c)  Subpt.  L— Resources  NPRM. 
and  Exclusions. 

(d)  Subpt.  N— Determi-  NPRM. 
nati(His,  Reconsiderations. 
Hearings,  Appeals,  and 
Judicial  Review. 

(e>  Subpt  O— Represen-  NPRM. 
tation  of  Parties. 


Mr.  Mort  Landes,  4212  West  High  Title  II  of  the  Social  Secu-  These  regulations  implement  title  II  of  the 
Rise  Bldg..  Social  Security  Admin-  rity  Act,  as  amended.  Social  Security  Act.  Title  II  provides  benefiU 

istration.  Baltimore.  Md.  21235,  to  retired  or  disabled  workers,  their  depend- 

594-5740.  ents,  and  to  surviving  dependents  of  workers 

who  have  died.  The  fimds  to  pay  these  bene¬ 
fits  are  provided  from  the  Social  Security 
trust  funds. 

. do . do .  Do. 


Title  XVI  of  the  Social  Se-  These  regulations  implement  title  XVI  of  the 
curity  Act.  Social  Security  Act.  Title  XVI  provides  sup¬ 

plemental  security  income  benefits  to  aged, 
blind,  and  disabled  individuals  who  meet  cer¬ 
tain  income  and  resource  requirements.  The 
funds  to  pay  these  benefits  come  from  the 
general  revenues  of  the  UJS.  Treasury. 

. do .  Do. 


Food  and  Drug  Administration 


I.  Administrative  Practices  NPRM  for  all 
and  Procedures  Regula-  parts, 
tions  (20  CFR). 


(a)  Pt.  10— Administra-  do. 

tive  Practices  and  Proce¬ 
dures. 

(b)  Pt.  12— Formal  Evl-  . do . 

dentiary  Public  Hearing. 

(c)  Pt.  13— Public  Hear-  do. 

ing  before  a  public  board 

of  inquiry. 


Mr.  Ronald  J.  Wylie.  Chairman,  Persons  desiring  specific  ci-  These  regulations  govern  practices  and  proce- 


FDA  Operation  Conunon  Sense 
Task  Force,  Food  and  Drug  Ad¬ 
ministration.  5600  Fishers  Lane. 
Rockville.  Md.  20857,  443-3480. 


tations  statutory  authori¬ 
ty  should  contact  Mr. 
Ronald  J.  Wylie.  Admin¬ 
istrative  Procedures  Act, 


dures  applicable  to  all  petitions,  formal  and 
informal  public  hearings,  and  other  adminis¬ 
trative  proceedings  and  activities. 


Public  Health  Service 

Act. 

....do . . 

Do. 

...do . 

Do. 

...do . 

Do. 
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rV.  Existing  Rmolations  CxnuiXMTLT  UNOSReoiNG  Review  and  Revision  Within  the  Depahtment  -Continued 


Title  ot  refulsUon 


)Of 

devcloGBMMnt 


ConUet  penon 


Cltstion 


Summsry 


Pood  and  Dboo  Aoministhation— Continued 


(d)  Pt.  14— PubUc  Hear¬ 
ing  before  a  public  Adviso¬ 
ry  Committee. 

Do. 

Do. 

ing  before  the  Commis¬ 
sioner. 

(f)  Pt.  16— Regulatory 
Hearing  before  the  Pood 
and  Drug  Administration. 

(g)  Pt.  19— Standards  of 
Conduct  and  Conflicts  of 
Interest. 

(h)  Pt.  20— Public  Infor¬ 
mation. 

Do. 

Do. 

Do. 

Do. 

Privacy. 

2.  Food  Labeling  Regula¬ 
tions  (20  CFR  pt.  101). 

(a)  Subpt.  A— General 
Provisions. 

Persons  desiring  specific  ci¬ 
tations  to  statutory  au¬ 
thority  should  contact 
Mr.  Ronald  J.  Wylie,  Fair 
Packaging  and  Labeling 
Act,  Food  and  Drug  Act. 

These  regulations  contain  a  variety  of  key  food 
labeling  provisions,  including  those  pertain¬ 
ing  to  imitation  and  substitute  foods,  safe 
and  suitable  Ingredients,  and  percentage  in¬ 
gredient  labeling. 

Do. 

Do. 

. do ................. 

. . do . 

Food  Labeling  Require¬ 
ments. 

OmcE  OP  Child  Sxtffort  Enforceuent 

1.  Child  Support  Enforce¬ 
ment  (45  CFR  232.20  and 
45  CFR  Chapter  III, 
except  for  Part  305). 

NOI _ 

.....  Ms.  Suzanne  Duval,  Office  of  Child 
Support  Enforcement,  330  C  St. 
SW.,  Washington,  D.C.  20201,  472- 
4510. 

Title  IV-D  of  the  Social 
Sectirlty  Act,  as  amended. 

These  regulations  implement  title  IV-D  of  the 
Social  Security  Act.  Title  IV-D  contains  pro¬ 
visions  for  the  enforcement  of  support  obli¬ 
gations  owed  by  absent  parents  to  their  chil¬ 
dren,  locating  parents,  establishing  paternity 
and  obtaining  child  support. 

[FR  Doc.  78-14597  FUed  5-26-78;  8:45  am] 


( 
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[3510-20] 

DEPARTMENT  OF  COMMERCE 
IMPROVING  GOVERNMENT  REGULATIONS 
Response  to  Executive  Order  No.  12044 

AGENCY:  Department  of  Commerce. 

ACTION:  Request  for  public  com¬ 
ment. 

SUMMARY:  The  Department  of  Com¬ 
merce  is  issuing  this  notice  to  obtain 
comments  on  its  proposals  for  imple¬ 
menting  Executive  Order  No.  12044, 
“Improving  Government  Regulations" 
(43  FR  12661,  March  24.  1978)  (the  Ex¬ 
ecutive  Order).  The  proposals  include 
procedures  for  developing  new  regula¬ 
tions;  analyzing  their  potential  effects; 
reviewing  and  reforming  existing  regu¬ 
lations;  and  increasing  public  partici¬ 
pation  in  regulatory  development. 

DATE:  Comments  by  July  31, 1978. 

ADDRESS:  Send  comments  to  Robert 

T.  Miki,  Director,  Office  of  Regulatory 
Economics  and  Policy,  Room  7614, 

U. S.  Department  of  Commerce,  Wash¬ 
ington,  D.C.  20230,  telephone,  202- 
377-2482. 

FOR  FURTHER  INFORMATION: 
Call  or  write  Robert  T.  Miki. 

SUPPLEMENTARY  INFORMATION: 

I.  Background. 

II.  Comments  Requested. 

I.  Background 

The  Executive  order  outlines  policy 
for  writing  regulations:  sets  minimum 
procedures  for  developing  significant 
regulations,  including  publication  by 
agencies  of  a  semi-annual  agenda  of 
regiilations  under  development  or 
review;  requires  close  agency  head 
oversight;  calls  for  early  and  meaning¬ 
ful  opportunities  for  public  participa¬ 
tion;  requires  careful  review  of  the 
need,  quality,  and  effectiveness  of  reg¬ 
ulations  being  proposed;  requires  care¬ 
ful  economic  analysis  of  regulations 
having  a  major  economic  effect;  and 
requires  periodic  review  of  existing 
regulations. 

Section  5  of  the  Executive  order  re¬ 
quires  that  by  May  22,  1978,  each 
agency  shall  prepare  a  draft  report 
briefly  describing:  (1)  its  process  for 
developing  regulations  and  changes 
that  have  been  made  to  comply  with 
the  Executive  order,  (2)  its  proposed 
criteria  for  defining  significant  regvila- 
tions,  (3)  its  proposed  criteria  for  iden¬ 
tifying  which  regulations  require  regu¬ 
latory  analysis;  and  (4)  its  proposed 
criteria  for  selecting  existing  regula¬ 
tions  for  review  and  a  list  of  regula¬ 
tions  that  will  be  considered  for  initial 
review. 

A  description  of  the  organization  of 
the  Department  will  aid  the  reader  in 
understanding  the  Department’s  plan 
for  implementing  the  Executive  order. 
The  Department  of  Commerce  is  a 


caoinet  level  agency  composed  of  the 
Office  of  the  Secretary  and  13  operat¬ 
ing  units:  the  Bureau  of  Economic 
Analysis  and  Bureau  of  the  Census 
(which  report  to  the  C!hlef  Econo¬ 
mist);  the  National  Bureau  of  Stand¬ 
ards,  National  Technical  Information 
Service,  and  Patent  and  Trademark 
Office  (which  report  to  the  Assistant 
Secretary  for  Science  and  Technol¬ 
ogy);  the  National  Fire  Prevention  and 
Control  Administration;  the  Maritime 
Administration;  the  United  States 
Travel  Service;  the  Industry  and 
Trade  Administration;  the  Economic 
Development  Administration;  the  Na¬ 
tional  Oceanic  and  Atmospheric  Ad¬ 
ministration;  the  Office  of  Minority 
Business  Enterprise;  and  the  National 
Telecommunications  and  Information 
Administration. 

While  the  principal  mission  of  the 
Department  is  to  foster,  promote  and 
develop  the  foreign  and  domestic  com¬ 
merce  of  the  United  States,  the  activi¬ 
ties  of  the  components  of  the  Depart¬ 
ment  in  furthering  that  mission  are 
broad  and  varied  in  scope.  The  activi¬ 
ties  of  operating  units  cover  such  di¬ 
verse  areas  as:  patents;  assistance  to 
minority  business  and  economically 
depressed  areas;  tourism;  fire  preven¬ 
tion;  weather,  ocean,  and  atmospheric 
programs;  standards  development;  pro¬ 
motion  of  domestic  and  international 
trade;  the  censuses;  statistical  and  eco¬ 
nomic  data  and  analyses;  ship  subsi¬ 
dies;  and  telecommunications  policy. 

Some  of  the  operating  units  of  the 
Department  have  a  limited  need  for 
writing  regulations  which  affect  the 
public:  others  have  had  extensive  reg¬ 
ulatory  experience.  However,  existing 
procedures  did  not  provide  the  same 
degree  of  high  level  oversight,  public 
participation,  and  economic  analysis 
that  are  required  by  the  Executive 
order. 

Given  these  great  differences  in  mis¬ 
sion  and  experience,  the  Department 
determined  that  considerable  decen¬ 
tralization  is  necessary  to  effectively 
implement  the  Executive  Order  by  en¬ 
couraging  operating  units  to  tailor 
procedures  to  their  individual  pro¬ 
grams.  Thus,  although  basic  Depart¬ 
ment-wide  standards  and  procedures 
are  established,  the  focal  point  for  im¬ 
plementation  will  be  the  head  of  each 
operating  unit  (usually  an  Assistant 
Secretary).  This  official  will  establish 
criteria  called  for  by  the  Executive 
Order,  approve  the  plans  for  develop¬ 
ing  significant  regulations,  approve 
significant  regulations  before  final 
publication  in  the  Federal  Register 
and  otherwise  make  sure  that  the  pro¬ 
visions  of  the  Executive  Order  and  De¬ 
partment  Administrative  Orders  are 
being  followed. 

At  the  same  time,  it  was  decided 
that  some  central  oversight  and  con¬ 
trol  is  desirable  to  ensure  compliance 
with  the  Executive  Order.  The  semian¬ 


nual  regulatory  agenda  process  was 
chosen  to  accomplish  this.  The  head 
of  each  operating  unit  will  submit  a 
semiannual  agenda  covering  all  regula¬ 
tions  it  plans  to  develop  or  review 
during  the  next  six  months.  This  sub¬ 
mission  will  serve  the  dual  purposes 
of:  (1)  Keeping  the  Secretary  informed 
of  operating  unit  activities;  and  (2) 
providing  a  mechanism  for  the  Secre¬ 
tary  to  monitor  agency  implementa¬ 
tion  of  the  Executive  Order  and  call 
for  Secretarial  approval  when  appro¬ 
priate. 

After  any  modifications  resulting 
from  this  review  process,  the  relevant 
portions  of  the  oprating  unit  agendas 
will  be  combined  into  a  Department 
Agenda  as  required  by  section  2  of  the 
Executive  Order.  The  Department 
Agenda  will  be  approved  by  the  Secre¬ 
tary  and  published  in  the  Federal 
Register 

This  notice  contains  the  following: 

(1)  Draft  Department  Administra¬ 
tive  Order  (DAO)  218-7  “Issuing  De¬ 
partmental  Regulations."  This  DAO 
sets  forth  the  basic  Departmental  Pro¬ 
cedures  and  requirements  that  all  op¬ 
erating  units  are  to  follow  in  writing 
regulations.  It  has  been  circulated 
within  the  Department  and  operating 
units  have  begun  to  conform  existing 
procedures  to  the  DAO  or  to  establish 
new  procedures. 

(2)  Draft  amendment  to  DAO  205- 
11.  This  proposal  sets  forth  a  proce¬ 
dure  to  assure  that  each  document 
published  in  the  Federal  Register  is 
written  in  clear  and  simple  English 
and  is  understandable  to  those  who 
will  be  affected  by  it. 

(3)  Individual  appendices  for  each 
operating  unit  of  the  Department. 
While  the  operating  units  are  still  in 
various  stages  of  developing  and  im¬ 
plementing  procedures  for  the  Execu¬ 
tive  Order,  they  have  each  developed 
at  least  the  draft  report  required  by 
section  5.  Some  units,  however,  have 
developed  more  detailed  procedures  to 
implement  the  Executive  Order. 
Rather  than  requiring  imiform  sub¬ 
missions  meeting  the  minimum  re¬ 
quirements  of  section  5,  it  was  decided 
to  publish  more  detailed  procedures,  if 
submitted,  to  give  the  public  as  com¬ 
plete  a  picture  as  possible  of  overall 
Departmental  implementation  efforts. 
The  individual  appendices  attached 
are: 

Appendix  A— Assistant  Secretary  for  Ad¬ 
ministration 

Appendix  B— Bureau  of  Census 
Appendix  C— Bureau  of  Economic  Analysis 
Appendix  D— Economic  Development  Ad¬ 
ministration 

Appendix  E— Industry  and  Trade  Adminis¬ 
tration 

Appendix  F— Maritime  Administration 
Appendix  G— National  Fire  Prevention  and 
Control  Administration 
Appendix  H— National  Oceanic  and  Atoma- 
pheric  Administration 

Appendix  I— National  Telecommunications 
and  Information  Administration 
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Appendix  J— Office  of  Minority  Business 
Enterprise 

Appendix  K— Office  of  Regional  Economic 
Coordination 

Appendix  L— Assistant  Secretary  for  Sci- 
oice  and  Technology  (includes  National 
Bureau  of  Standards,  National  Technical 
Information  Service,  and  Patent  and 
Trademark  Office) 

Appendix  M— United  States  Travel  Service 

n.  Comments  Reqxtested 

A  copy  of  this  submission  has  been 
sent  to  the  Office  of  Management  and 
Budget  for  review  and  conunent,  and 
it  is  being  published  here  for  public 
comment,  lliese  comments  will  be 
evaluated  and  a  revised  report  will  be 
prepared.  That  report  will  be  sent  to 
the  Office  of  Management  and  Budget 
for  approval  before  final  publication 
in  the  Federal  Register.  To  assist  the 
public  in  submitting  comments,  each 
appendix  contains  a  name  and  address 
to  which  comments  on  that  particular 
appendix  may  be  addressed.  Alterna¬ 
tively,  comments  .on  any  part  of  the 
Department’s  draft  report  or  the  ap¬ 
pendices  may  be  sent  to  the  address 
noted  at  the  begiiuilng  of  this  pream¬ 
ble. 

The  public  is  invited  to  submit  com¬ 
ments  on  any  aspect  of  this  submis¬ 
sion.  However,  we  particualrly  invite 
comments  on  the  following  questions: 

(1)  The  appropriateness  and  work¬ 
ability  of  the  Department’s  proposed 
decentralized  method  of  implementa¬ 
tion.  Does  this  procediure  comply  with 
the  letter  and  spirit  of  the  Executive 
Order?  Does  it  make  sense?  Will  it 
work? 

(2)  Criteria.  Are  they  too  strict?  Too 
lenient?  Do  they  make  sense  in  rela¬ 
tion  to  the  program  to  which  they 
apply?  Are  there  any  other  criteria  we 
have  overlooked? 

(3)  Regulations  scheduled  for  review. 
Has  an  appropriate  selection  been 
made?  Which  Departmental  regula¬ 
tions  should  be  added  to  the  list  or  de¬ 
leted? 

(4)  Public  participation  pr(x:edures 
(Section  9  of  DAO  218-7).  Do  these 
procedures  make  sense?  What  other 
procedures  could  be  utilized?  What 
other  procedures  can  be  adopted  to  en¬ 
courage  public  participation? 

(5)  Plain  English  (proposed  amend¬ 
ment  to  DAO  205-11).  Is  this  proposal 
adequate  to  ac(M}mplish  the  objectives 
of  the  Executive  Order?  What  other 
procedures  can  be  adopted  to  improve 
the  quality  and  clarity  of  Department¬ 
al  dociunents  published  in  the  Federal 
Register?  Should  the  procedures 
apply  to  other  documents  written  by 
the  Department?  If  so,  how? 

(6)  Section  4.03  of  DAO  218-7.  This 
procedure  authorizes  agency  heads  to 
determine  that  a  proposed  regulation 
is  not  significant,  even  if  it  meets  the 
criteria  established  for  determining 
when  a  regulation  is  significant,  when 
the  underlying  legislation  is  so  specific 


that  no  significant  options  for  imple¬ 
mentation  are  available  to  the  agency. 
An  example  of  this  type  of  regulation 
is  13  CFR  part  316  which  implemented 
Round  1  of  the  Ixx^al  Public  Works 
Act  (title  I  of  Pub.  L.  94-369,  42  U.S.C. 
6701  et  seq.).  This  provision  of  the 
DAO  has  already  resulted  in  consider¬ 
able  internal  debate  as  to  its  necessity, 
desirability,  and  potential  effects.  Is 
this  provision  consistent  with  the 
letter  and  spirit  of  the  Executive 
Order?  Is  it  necessary?  Desirable?  Will 
it  create  an  undesirable  loophole?  Is 
its  language  too  broad?  How  can  it  be 
tightened  or  improved? 

Public  comments  should  be  sent  to 
Robert  T.  Mikl  at  the  address  noted  at 
the  beginning  of  this  preamble.  Com¬ 
ments  on  particular  appendices  may 
also  be  sent  to  the  address  listed  in  the 
relevant  appendix.  The  Department 
will  consider  all  (xmunents  received  by 
July  24,  1978,  before  taking  further 
action  on  these  matters. 

Issued  in  Washington,  D.C.,  May  23, 
1978. 

Juanita  M.  Kreps, 
Secretary  of  Commerce. 

Issuing  Departmental  Regulations 

[Draft  Department  Administrative  Order 
218-7] 

section  1.  PURPOSE  AND  POLKTS* 

.01  ’This  order  implements  Executive 
Order  12C44,  of  March  23,  1978,  “Im¬ 
proving  Government  Regulations’’. 

.02  It  is  the  policy  of  the  Department 
that  regulations: 

a.  Be  as  simple  and  clear  as  possible; 

b.  Achieve  legislative  goals  effecively 
and  efficiently; 

c.  Not  impose  unnecessary  burdens 
on  the  economy,  individuals,  public  or 
private  organizations,  or  State  and 
local  governments. 

.03  To  achieve  these  objectives,  regu¬ 
lations  shall  be  developed  by  following 
pr(x;edures  which  ensure  that: 

a.  The  need  for  and  purpose  of  the 
regulation  are  clearly  established; 

b.  Heads  of  agencies  and  policy  offi¬ 
cials  exercise  effective  oversight; 

c.  Opportunity  exists  for  early  and 
meaningful  participation  and  com¬ 
ment  by  other  Federal  agencies.  State 
and  local  governments,  businesses,  or¬ 
ganizations,  and  individual  members 
of  the  public; 

d.  Meanin^ul  alternatives  are  con¬ 
sidered  and  analyzed  before  the  regu¬ 
lation  is  issued;  and 

e.  Compliance  costs,  paperwork  and 
other  burdens  on  the  public  are  mini¬ 
mized. 

SBCrnON  2.  SCOPE 

.01  This  order  applies  to  all  regula¬ 
tions  of  the  Department  published  in 
the  Federal  Register,  except  as  pro¬ 
vided  in  paragraph  .02  of  this  section. 


2.  This  order  does  not  apply  to: 

a.  Regulations  issued  in  accordance 
with  the  formal  rulemaking  provisions 
of  the  Administrative  Procedure  Act  (5 
U.S.C.  §8  556,  557): 

b.  Regulations  issued  with  respect  to 
a  military  or  foreign  affairs  function 
of  the  United  States  (but  see  section 
9.06); 

c.  Matters  related  to  agency  manage¬ 
ment  or  personnel; 

d.  Regulations  related  to  Federal 
Government  procurement;  or 

e.  Regulations  that  are  issued  in  re¬ 
sponse  to  an  emergency  or  which  are 
governed  by  short-term  (less  than  91 
days)  statutory  or  judicial  deadlines 
(but  see  sections  9.05  and  9.06). 

.03  Sections  cited  in  the  text  refer  to 
those  in  this  order. 

section  3.  DEFINITIONS 

.01  Agency  head.  In  this  order,  agency 
head  means  the  head  of  each  operat¬ 
ing  unit  of  the  Department,  Secretari¬ 
al  Officers,  and  the  Deputy  Under 
Secretary  for  departmental  offices 
under  their  jursidiction,  or  persons 
acting  in  those  positions.  The  func¬ 
tions  of  the  agency  head  may  not  be 
delegated. 

.02  RegulationisX  In  this  order, 
regulation(s)  means  both  rules  and 
regulations  issued  by  components  of 
the  Department  including  those  which 
establish  (xinditions  for  financial  as¬ 
sistance.  CHosely  related  sets  of  regula¬ 
tions  shall  be  treated  as  a  single  pack¬ 
age. 

SECTION  4.  SIGNIFICANT  REGULATIONS 

.01  Agency  heads  shall  establish  cri¬ 
teria  for  identifying  which  regulations 
are  significant. 

.02  In  establishing  criteria  for  identi¬ 
fying  significant  regulations,  agency 
heads  shall  consider,  among  other 
things; 

a.  The  type  and  number  of  individ¬ 
uals,  businesses,  organizations,  or 
State  and  local  governments  affected; 

b.  The  compliance  and  reporting  re¬ 
quirements  likely  to  be  involved; 

c.  The  direct  and  indirect  effects  of 
the  regulation,  including  the  effect  on 
competition; 

d.  ’The  relationship  of  the  regulation 
to  those  of  other  programs  and  agen¬ 
cies; 

e.  The  relationship  of  the  regulation 
to  major  Departmental  policy  issues; 
and 

f.  The  degree  of  controversy  over,  or 
public  interest  in,  the  regulation. 

.03  An  agency  head  may  conclude 
that  a  regulation  is  not  significant, 
even  if  it  meets  the  criteria  established 
for  identifying  significant  regulations, 
if  the  agency  head  determines,  in  writ¬ 
ing,  that  the  degree  of  discretion  avail¬ 
able  to  the  agency  is  so  limited  by  un¬ 
derlying  legislation  or  executive 
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branch  directive#  (e^..  Executive 
Orders.  OMB  Circulars,  etc.)  that  no 
sig:nificant  options  for  implementation 
are  available  to  the  agency.  A  copy  of 
this  determination  shall  be  sent 
promptly  to  the  Assistant  Secretary 
for  Policy,  and  an  explanation  of  the 
determination  shall  be  included  in  the 
preamble  to  the  notice  of  proposed  ru¬ 
lemaking. 

.04  Before  proceeding  to  develop  sig¬ 
nificant  regulations,  the  agency  head 
shall  review  the  issues  to  be  consid¬ 
ered;  the  alternative  approaches  to  be 
explored;  a  tentative  plan  for  obtain¬ 
ing  public  comment;  where  applicable, 
a  tentative  plan  for  consulting  with 
State  and  local  governments  (see  DAO 
201-9);  and  target  dates  for  completion 
of  steps  in  the  development  of  the  reg¬ 
ulation. 

.05  Agency  heads  shall  approve  sig¬ 
nificant  regulations  before  they  are 
published  in  the  Federal  Register  in 
final  form.  Before  approving  signifi¬ 
cant  regulations,  the  agency  head 
should  be  satisfied  that; 

a.  The  regulation  is  needed; 

b.  The  direct  and  indirect  effects  of 
the  regulation  have  been  adequately 
considered; 

c.  Alternative  approaches  have  been 
considered  and  the  least  burdensome 
of  the  acceptable  alternatives  has  been 
chosen; 

d.  Public  comments  (including  those 
from  State  or  local  or  other  public 
agencies)  have  been  considered  and  an 
adequate  response  has  been  prepared; 

e.  The  regulation  is  written  clearly 
and  as  simply  as  possible  and  is  under¬ 
standable  to  those  who  must  comply 
with  it; 

f.  An  estimate  has  been  made  of  the 
new  reporting  burdens  or  recordkeep¬ 
ing  requirements  necessary  for  compli¬ 
ance  with  the  regulation;  ‘ 

g.  The  name,  address,  and  telephone 
number  of  a  knowledgeable  official  is 
included  in  the  publication;  and 

h.  A  plan  has  been  developed  for 
evaluating  the  regulation  after  its  issu¬ 
ance. 

.06  Agency  heads  may,  in  their  dis¬ 
cretion,  refer  significant  regulations 
which  they  believe  to  be  of  particular 
importance  to  the  Secretary  for  ap¬ 
proval. 

.07  Regulations  which  are  not  signifi¬ 
cant  shall  be  accompanied  by  a  state¬ 
ment  to  that  effect  in  the  preamble 
whenever  published  in  the  Federal 
Register. 

SECTION  S.  REGULATORY  ANALYSES 

.01  A  regulatory  analysis  shall  be  pre¬ 
pared  for  each  significant  regulation 
which  the  agency  head  determines  to 
have  potential  major  economic  conse¬ 
quences  for  the  general  economy,  for 
individual  industries,  geographic  re¬ 
gions.  levels  of  government,  or  specific 
elements  of  the  population. 


.02  Agency  heads  shall  establish  cri¬ 
teria  for  determining  which  significant 
regulations  require  regulatory  analy¬ 
sis.  Since  a  regulatory  analysis  is  de¬ 
signed  to  aid  decisionmakers  in  pro¬ 
mulgating  effective  regulations,  the 
criteria  established  should  consider 
the  characteristics  of  their  specific 
programs.  At  a  minimum,  a  regulatory 
analysis  shall  be  prepared  for  any  sig¬ 
nificant  regulations  which: 

a.  During  any  1  year  can  be  expected 
to  result  in  an  effect  (direct  or  indi¬ 
rect)  on  the  economy  exceeding  $50 
million; 

b.  During  any  1  year  can  be  expected 
to  result  in  an  effect  (direct  or  indi¬ 
rect)  on  either  consumers,  industries, 
levels  of  govenunent,  or  geographic  re¬ 
gions  exceeding  $25  million; 

c.  During  any  1  year  can  be  expected 
to  result  in  an  increase  in  costs  or 
prices  of  5  percent  or  more  for  the  ac¬ 
tivity,  product(s)  and/or  service(s)  af¬ 
fected; 

d.  Can  be  expected  to  reduce  labor 
productivity  by  1  percent  or  more  in 
the  economic  activity  or  sector(s)  af¬ 
fected; 

e.  Can  be  expected  to  reduce  employ¬ 
ment  by  5  percent  or  more  in  the  eco¬ 
nomic  Activity  or  sector(s)  affected: 

f.  For  the  particular  market(s)  af¬ 
fected.  can  be  expected  to  result  di¬ 
rectly  or  indirectly  in  a  1  percent  or 
more  decline  in  supply  of  materials, 
products,  or  services,  or  a  1  percent  or 
more  increase  in  consumption  of  these 
materials,  products,  or  services;  or 

g.  For  the  particular  market(s)  af¬ 
fected,  can  be  expected  to  result  in  a 
distinct  decline  in  competition. 

.03  A  regulatory  analysis  may  also  be 
prepared  when: 

a.  In  the  judgment  of  the  agency 
head  such  an  analysis  would  improve 
decisionmaking;  or 

b.  The  Secretary  determines,  in  ac¬ 
cordance  with  section  7.04,  that  such 
an  analysis  should  be  performed. 

.04  A  regulatory  analysis  shall  in¬ 
volve  a  careful  examination  of  alterna¬ 
tive  approaches  early  in  the  decision¬ 
making  process.  Thus,  each  analysis 
shall  include,  at  a  minimum: 

a.  A  succinct  statement  of  the  prob¬ 
lem: 

b.  A  description  of  the  major  alter¬ 
native  ways  of  dealing  with  the  prob¬ 
lems  that  were  considered; 

c.  A  comparison  of  the  economic  and 
other  consequences  of  each  of  these 
alternatives;  and 

d.  A  detailed  explanation  of  the  rea¬ 
sons  for  choosing  one  alternative  over 
the  others. 

.05  The  analysis  in  section  5.04  may 
also  include  an  examination  of: 

a.  The  need  for  specific  require¬ 
ments  versus  the  benefits  of  allowing 
varying  degrees  of  discretion  by  those 
subject  to  the  regulation; 

b.  Alternative  types  of  compliance 
incentives; 


c.  Alternative  enforcement  mecha¬ 
nisms;  and 

d.  Alternative  governmental  levels 
for  implementation  (Federal.  State,  or 
local). 

.06  The  notice  of  proposed  rulemak¬ 
ing  for  each  regulation  for  which  a 
regulatory  analysis  is  required  shall 
include; 

a.  A  succinct  description  of  the  alter¬ 
natives  considered; 

b.  An  explanation  of  the  regulatory 
approach  that  has  been  selected  or  is 
favored; 

c.  The  major  reasons  for  selecting,  or 
favoring,  a  particular  altemative(s): 
and 

d.  A  statement  of  how  the  public 
may  obtain  a  copy  of  the  draft  regula¬ 
tory  analysis. 

.07  Public  comments  on  the  draft  reg¬ 
ulatory  anal3^is  shall  be  considered  in 
preparing  a  final  regulatory  analysis, 
which  shall  be  made  available  to  the 
public  when  the  final  regulation  is 
published.  Significant  public  com¬ 
ments  on  the  analysis  shall  be  summa¬ 
rized  and  responded  to  in  the  pream¬ 
ble  to  the  final  regulation. 

.08  These  internal  procedures  shall 
apply: 

a.  The  agency  head  shall  inform  the 
Chief  Economist  of  the  Department  as 
early  as  possible  of  the  nature  and 
extent  of  the  analysis  being  undertak¬ 
en  to  assure  adequate  opportimity  for 
consultation  and  assistance;  and 

b.  The  agency  head  shall  transmit 
the  draft  regulatory  analysis  to  the 
Chief  Economist  of  the  Department 
for  review  and  comment  at  least  15 
days  prior  to  submission  of  a  notice  of 
proposed  rulemaking  to  the  Federal 
Register. 

.09  Regulatory  analyses  are  not  re¬ 
quired  in  rulemaking  proceedings 
pending  as  of  March  23.  1978,  if  an 
Economic  Impact  Statement  has  al¬ 
ready  been  prepared  in  accordance 
with  Executive  Orders  11821  and 
11949. 

.10  New  or  accurate  information  may 
be  needed  from  persons  and  business¬ 
es,  in  order  to  make  informed  deci¬ 
sions.  In  those  instances  only  essential 
data  is  to  be  obtained  in  the  least  bur¬ 
densome  way. 

SECTION  6.  REVIEW  OF  EXISTING 
REGULATIONS 

.01  Agency  heads  shall  establish  pro¬ 
cedures  to  ensure  that  their  organiza¬ 
tion’s  existing  regulations  are  reviewed 
periodically  to  determine  whether 
they  are  achieving  the  policy  goals  of 
Executive  Order  12044. 

.02  Agency  heads  shall  establish  cri¬ 
teria  for  selecting  existing  regulations 
to  be  reviewed  and  the  order  in  which 
the  review  will  be  conducted. 

.03  In  developing  criteria  for  select¬ 
ing  regulations  to  be  reviewed,  agency 
heads  shall  consider: 


FEDCRAL  REGISTER,  VOL.  43,  NO.  104— TUESDAY,  MAY  30,  197# 


NOTICES 


23173 


a.  The  continued  need  for  the  regu¬ 
lation; 

b.  The  type  and  number  of  com¬ 
plaints  or  suggestions  received; 

c.  The  burdens  imposed  on  those  di¬ 
rectly  or  indirectly  affected  by  the 
regulation; 

d.  The  need  to  simplify  or  clarify 
language; 

e.  The  need  to  eliminate  overlapping 
and  duplicative  regulations;  and 

f.  The  length  of  time  since  the  regu¬ 
lation  has  been  evaluated  or  the 
degree  to  which  technology,  economic 
conditions,  or  other  factors  have 
changed. 

04  The  review  of  existing  regulations 
shall,  at  a  minimum,  contain  the  fol¬ 
lowing  procedural  steps: 

a.  Inclusion  of  notice  of  the  review 
in  the  semi-annual  agenda  as  required 
by  section  7.02,  or  sus  appropriate,  sup¬ 
plementing  the  Department  Agenda  as 
called  for  in  section  7.08,  and  notifica¬ 
tion  to  the  Assistant  Secretary  for 
Policy  as  called  for  in  section  7.09; 

b.  A  determination  whether  the  reg¬ 
ulation  meets  the  criteria  established 
for  identifying  significant  regulations, 
and,  if  so,  agency  head  oversight  as 
called  for  in  section  4.04  before  pro¬ 
ceeding  with  the  review; 

c.  A  determination  whether  the  reg¬ 
ulation  meets  the  criteria  established 
for  determining  if  a  regulatory  analy¬ 
sis  must  be  performed,  and,  if  so,  pre¬ 
paring  a  regulatory  analysis;  and 

d.  If  the  review  results  in  a  determi¬ 
nation  that  a  regulation  should  be 
amended  or  rewritten,  compliance 
with  public  notice  and  participation 
requirements  of  this  order  and  DAO 
201-9  concerning  consultation  with 
State  and  local  governments;  and,  if 
the  regulation  is  determined  to  be  sig¬ 
nificant,  agency  head  approval  before 
final  publication,  as  set  forth  in  sec¬ 
tion  4.05. 

.05  Agency  heads  should  review  their 
organization’s  significant  regvilations 
not  less  than  every  four  years. 

SECTION  7.  REGULATORY  AGENDA 

.01  By  January  15,  1979,  and  every 
six  months  thereafter,  each  agency 
head  shall  submit  its  regulatory 
agenda  to  the  Assistant  Secretary  for 
Policy. 

.02  Each  regulatory  agenda  shall  in¬ 
clude: 

a.  A  description  of  each  regulation 
covered  by  this  order  which  is  imder 
development  or  being  considered  for 
development,  including,  to  the  extent 
feasible: 

1.  A  statement  whether  the  regula¬ 
tion  has  been  determined  to  be  a  sig¬ 
nificant  regulation; 

2.  The  need  and  the  legal  basis  for 
the  action  being  taken; 

3.  A  statement  whether  or  not  a  reg¬ 
ulatory  analysis  will  be  required; 

4.  The  name  and  telephone  number 
of  a  knowledgeable  official; 


5.  A  listing  of  major  issues  likely  to 
be  considered  in  developing  the  regu¬ 
lation; 

6.  A  tentative  plan  for  obtaining 
public  comment  and.  where  applicable, 
for  consulting  with  State  and  local 
governments; 

7.  Proposed  dates  for  com.pleting 
steps  in  the  development  process:  and 

8.  Information  on  the  status  of  pro¬ 
posed  significant  regulations  listed  in 
previous  agendas  which  are  not  yet 
published  as  final  in  the  Federal  Reg¬ 
ister. 

b.  A  list  of  each  existing  regulation 
scheduled  to  be  reviewed,  under  sec¬ 
tion  6.  including  the  name  and  tele¬ 
phone  number  of  a  knowledgeable  of¬ 
ficial  for  each  regulation; 

c.  Information  on  the  status  of  exist¬ 
ing  regulations  listed  for  review  in  pre¬ 
vious  agendas;  and 

d.  A  list,  including  the  date  and  Fed¬ 
eral  Register  citation,  of  all  final  reg¬ 
ulations  published  in  the  Federal  Reg¬ 
ister  during  the  previous  six  months. 

.03  If  there  are  no  plans  for  develop¬ 
ing  or  reviewing  regulations,  the 
agency  head  will  so  report  to  the  As¬ 
sistant  Secretary  for  Policy. 

.04  The  Assistant  Secretary  for 
Policy  shall  review  all  agendas  and, 
after  consultation  with  appropriate 
Department  officials  recommend  to 
the  Secretary: 

a.  Which  regulations  determined  not 
to  be  significant  by  the  agency  heads 
should  be  treated  as  significant; 

b.  Which  regulations  being  consid¬ 
ered  or  developed  should  be  approved 
by  the  Secretary  prior  to  being  pub¬ 
lished  in  the  Federal  Register  in  final 
form;  and 

c.  Which  regulations,  in  addition  to 
those  identified  by  the  agency  heads, 
require  a  regulatory  analysis. 

.05  After  consulting,  as  appropriate, 
with  concerned  Department  officials, 
the  Secretary  will  inform  the  Assist¬ 
ant  Secretary  for  Policy  and  the  rele¬ 
vant  agency  head  of  decisions  made 
with  regard  to  the  recommendations 
submitted  under  paragraph  .04  of  this 
section. 

.06  Using  the  agendas  of  agency 
heads,  as  may  be  modified  by  the  Sec¬ 
retary’s  decisions  under  paragraph  .04 
of  this  section,  the  Assistant  Secretary 
for  Policy  shall  prepare  an  overall  De¬ 
partment  Agenda.  The  Department 
Agenda,  after  approval  by  the  Secre¬ 
tary,  shall  be  submitted  for  publica¬ 
tion  in  the  Federal  Register  on  or 
about  February  15, 1979,  and  every  six 
months  thereafter. 

.07  The  Department  Agenda  shall  in¬ 
clude  the  following: 

a.  For  proposed  significant  regula¬ 
tions  being  considered  or  developed: 

1.  A  description  of  the  regulation; 

2.  The  need  and  the  legal  basis  for 
the  action  being  taken; 


3.  A  statement  as  to  whether  or  not 
a  regulatory  analysis  will  be  required; 

4.  The  name  and  telephone  number 
of  a  knowledgeable  official  to  whom 
comments  on  that  planned  regulation 
may  be  addressed; 

5.  A  discussion  of  the  issues  to  be 
considered  in  developing  the  regula¬ 
tion; 

6.  A  tentative  plan  for  obtaining 
public  comments  and,  where  applica¬ 
ble.  for  consulting  with  State  and  local 
governments;  and 

7.  Target  dates  for  completing  steps 
in  the  development  process. 

b.  Information  on  the  status  of  all 
proposed  significant  regulations  listed 
in  previous  agendas  which  are  not  yet 
published  as  final  in  the  Federal  Reg¬ 
ister; 

c.  A  list  of  existing  regulations 
scheduled  to  be  reviewed  including  the 
name  and  telephone  number  of  a 
knowledgeable  official  for  each  regula¬ 
tion; 

d.  Information  on  the  status  of  exist¬ 
ing  regulations  previously  scheduled 
for  review;  and 

e.  The  name  and  telephone  niunber 
of  an  official  to  whom  general  com¬ 
ments  about  the  Department  Agenda 
should  be  addressed. 

.08  Agency  heads  shall,  in  order  to 
prevent  undue  delay,  publish  supple¬ 
ments  to  the  Department  Agenda 
whenever  it  becomes  apparent  that  de¬ 
velopment  or  review  of  significant  reg¬ 
ulations  not  listed  in  the  previous  De¬ 
partment  Agenda  will  commence 
before  publication  of  the  next  Depart¬ 
ment  Agenda  or  development  or 
review  of  a  regulation  listed  in  the  pre¬ 
vious  Department  Agenda  will  not 
commence  as  scheduled. 

.09  Agency  heads  shall  immediately 
notify  the  Assistant  Secretary  for 
Policy  whenever  it  becomes  apparent 
that  development  or  review  of  regula¬ 
tions  not  listed  in  the  previous  Depart¬ 
ment  Agenda  will  commence  before 
publication  of  the  next  Department 
Agenda. 

.10  Comments  received  on  items  in 
the  Department  Agenda  shall  be  con¬ 
sidered  in  developing  any  proposed 
regulations  and  included  in  the  public 
record  of  the  relevant  proposed  rule- 
making. 

.11  The  information  in  any  agenda  is 
only  that  which  is  reasonably  expect¬ 
ed  to  be  known  at  the  time. 

.12  Every  year,  on  the  first  Monday 
in  October,  the  Assistant  Secretary  for 
Policy  will  publish  in  the  Federal  Reg¬ 
ister  a  schedule  showing  the  times 
during  the  coming  fiscal  year  when 
the  Department  Agenda  will  be  pub¬ 
lished. 

SECTION  8.  SECRETARIAL  APPROVAL 

.01  Whenever,  under  sections  4.06 
and  7.04,  Secretarial  approval  of  a  reg- 
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ulation  is  requested  or  required  before 
it  is  published  in  final  form,  the  ap¬ 
propriate  agency  head  shall,  no  later 
than  15  days  before  the  proposed  date 
for  publication  in  the  I^^eral  Regis¬ 
ter  in  final  form,  submit  the  regula¬ 
tion  to  the  Secretary  for  approval. 

.02  The  Secretary  shall  review  the 
regulation  in  accordance  with  action 
4.04,  and  shall  either: 

a.  Approve  the  regulation;  or 

b.  Disapprove  the  regulation,  indi¬ 
cate  the  reasons  for  disapproval,  and 
return  the  regulation  to  the  appropri¬ 
ate  agency  head. 

SECTION  9.  PUBUC  PARTICIPATION 

.01  The  public,  and.  for  regulations 
with  significant  intergovernmental 
impact.  State  and  local  governments, 
shall  be  given  an  early  and  meaningful 
opportunity  to  participate  in  the  de¬ 
velopment  of  the  regulations  of  the 
Department. 

.02  Agency  heads  shall  consider  a  va¬ 
riety  of  ways  to  provide  this  opportu¬ 
nity,  including,  but  not  limited  to: 

a.  Publishing  an  advance  notice  of 
proposed  rulemaking; 

b.  Holding  open  conferences  or 
public  hearings; 

c.  Sending  notices  of  proposed  regu¬ 
lations  to  publications  likely  to  be  read 
by  those  affected; 

d.  Notifying  interested  parties  di¬ 
rectly;  and 

e.  Providing  for  more  than  one  cycle 
of  public  comments. 

.03  The  preamble  of  any  proposed  ru¬ 
lemaking  covered  by  this  order  shall 
contain  a  brief  description  of  plans  for 
obtaining  public,  and,  if  applicable. 
State  and  local  government  participa¬ 
tion.  If  none  of  the  methods  listed  in 
paragraph  .02  of  this  section  are  used 
in  a  rulemaking  covered  by  this  order, 
the  preamble  accompanying  the  final 
regulation  shall  briefly  explain  the 
reasons  and  indicate  what  other  steps 
were  taken  to  assure  adequate  oppor¬ 
tunity  for  public  and  State  and  local 
government  participation. 

.04  The  public  shall  be  given  at  least 
60  days  to  comment  on  proposed  sig¬ 
nificant  regulations.  Exceptions  to  this 
requirement  may  be  granted  only  by 
the  agency  head  and  only  in  those  few 
instances  where  it  is  determined  that 
compliance  is  not  p>ossible.  When  an 
exception  is  made,  the  regulation  shall 
be  accompanied  by  a  brief  statement 
of  the  reasons  for  the  shorter  time 
period. 

.05  Regulations  exempted  by  section 
2.02e.  (emergencies  or  short-term 
deadlines)  shall,  when  published  in 
the  Federal  Register,  be  accompanied 
by  a  statement  of  the  reasons  why  it  is 
impracticable  or  contrary  to  the  public 
interest  to  follow  the  procedures  of 
this  order.  This  statement  shall  in¬ 
clude  the  name  of  the  policy  official 
responsible  for  the  determination. 


.06  Regulations  exempted  by  section 
2.02b.  (military  or  foreign  affairs  fimc- 
tions)  or  2.02e.  may  be  made  effective 
on  issuance.  However,  Federal  Regis¬ 
ter  publication  of  these  regulations 
shall  provide  for  a  public  comment 
period  of  at  least  60  days  after  issu¬ 
ance  and  republication  after  public 
comments  have  been  considered  and 
appropriate  modifications,  if  any.  are 
made. 

SECTION  10.  EFFECT  ON  OTHER  ORDERS 

.01  This  order  supersedes  Depart¬ 
ment  Administrative  Order  216-7  of 
January  17,  1972,  “Interagency  Co¬ 
ordination  of  Issuances  on  Environ¬ 
mental  Quality,  Consumer  FTotection, 
and  Occupational  and  Public  Health 
and  Safety”,  and  Department  Admin¬ 
istrative  Order  218-6  of  November  28, 
1974,  “Inflationary  Impact  of  Legisla¬ 
tion  and  Regulatory  Proposals”. 

.02  Nothing  in  this  order  shall  affect 
the  procedures  set  forth  in  Depart¬ 
ment  Administrative  Order  205-11  of 
May  12.  1971,  as  amended,  “Publishing 
Documents  in  the  Federal  Register” 
or  201-9  of  September  7,  1971,  “Con¬ 
sultation  with  State  and  Local  Gov¬ 
ernments  in  Development  of  Federal 
Regulations”. 

Secretary  of  Commerce. 

Publishing  Documents  in  the 
Federal  Register 

Proposed  Amendment  to  DAO  205- 
11;  Insert  a  new  section  6  as  follows: 

SECTION  6.  PLAIN  ENGLISH 

.01  It  is  the  policy  of  the  Department 
that  all  documents  published  in  the 
Federal  Register  be  as  simple  and 
clear  as  possible. 

.02  The  head  of  each  operating  unit 
and  the  Director,  Office  of  Organiza¬ 
tion  and  Management  Systems 
(OOMS),  for  other  components  of  the 
Department,  shall  designate  an  em¬ 
ployee  or  employees  who  shall  review 
each  document  to  be  published  in  the 
Federal  Register  to  ensure  that  it  is 
written  clearly  and  simply  as  possible 
^and  is  designed  to  be  understandable 
'to  those  affected  by  it. 

.03  No  document  will  be  published  in 
the  Federal  Register  until  it  is  re¬ 
viewed  by  a  designated  employee. 

.04  Exceptions  to  paragraph  .03  of 
this  section  may  be  granted  only  by 
the  head  of  the  operating  unit  or  the 
Assistant  Secretary  for  Administra¬ 
tion.  Exceptions  shall  be  in  writing 
and  explain  why  the  exception  is  nec¬ 
essary.  Copies  of  all  exceptions  will  be 
provided  to  the  Director,  OOMS. 

Appendix  A— Assistant  Secretary  for 
Administration 

The  Assistant  Secretary  ior  Admin¬ 
istration  is  responsible  for  managing 


Departmental  activities  in  the  follow¬ 
ing  functional  areas:  administrative 
services  and  procurement,  automatic 
data  processing,  audits,  budget  and 
program  evaluation,  civil  rights,  fi¬ 
nance,  investigations  and  security,  or¬ 
ganization  and  management  systems, 
personnel,  and  publications. 

I.  Description  of  the  current  process 
for  developing  regulations  and  of  the 
changes  made  to  comply  with  Execu¬ 
tive  Order  12044. 

The  nature  of  the  functions  for 
which  the  Assistant  Secretary  is  re¬ 
sponsible  is  such  that  the  Assistant 
Secretary  has  issued  only  a  limited 
number  of  regulations.  Consequently, 
there  has  been  no  formal  regulatory 
development  process  of  the  type  envi¬ 
sioned  in  the  Executive  Order.  Past 
regulations  were  developed  by  the  ap¬ 
propriate  Administration  office, 
cleared  by  the  General  Counsel,  pub¬ 
lished  in  the  Federal  Register  for 
comment,  revised  in  light  of  any  com¬ 
ments  received,  and  published  again  in 
the  Federal  Register  in  final  form. 

In  the  future,  the  regulatory  devel¬ 
opment  process  will  incorporate  the 
requirements  of  Executive  Order 
12044.  The  Assistant  Secretary  will  in¬ 
corporate  these  requirements  by  com¬ 
plying  with  the  procedures  in  Depart¬ 
ment  Administrative  Orders  201-9, 
205-11,  and  218-7.  The  level  of  detail 
in  these  DAO’s  is  such  that,  in  Admin¬ 
istration,  compliance  can  be  affected 
with  minimal  additional  direction 
from  the  Assistant  Secretary.  Upon 
final  approval  of  DAO  218-7  and  the 
amendment  to  DAO  205-11,  the  Assist¬ 
ant  Secretary  will  send  a  notice  to  all 
office  directors  in  Administration.  The 
notice  will: 

a.  Send  copies  of  DAO’s  201-9,  205- 

II,  and  218-7  to  the  office  directors 
and  require  that  they  develop  their 
regulations  in  accordance  with  the 
procedures  in  the  DAO’s. 

b.  State  that  the  Assistant  Secretary 
shall  determine  whether  or  not  a  regu¬ 
lation  is  significant.  This  determina¬ 
tion  will  be  based  on  the  criteria  de¬ 
scribed  in  part  2  of  this  appendix,  on 
the  review  called  for  in  section  4.04  of 
DAO  218-7,  and  on  consultation  with 
the  office  directors. 

c.  State  that  the  Assistant  Secretary 
shall  approve  all  significant  regula¬ 
tions  before  they  are  published  in  the 
Federal  Register  in  final  form. 

d.  State  that  the  Assistant  Secretary 
shall  determine  which  regulations  re¬ 
quire  regulatory  analysis.  This  deter¬ 
mination  will  be  based  on  the  criteria 
established  in  section  5.02  of  DAO 
218-7  and  on  consultation  with  both 
the  Chief  Economist  and  the  office  di¬ 
rectors. 

e.  State  that  the  Assistant  Secretary 
shall  select  existing  regulations  to  be 
reviewed.  This  selection  will  be  based 
on  the  criteria  described  in  part  4  of 
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this  appendix  and  on  consultation 
with  office  directors. 

f.  Require  that  for  all  regulations, 
office  directors  will  prepare  regulatory 
agenda  material  in  accordance  with 
section  7  of  DAO  218-7  for  inclusion  in 
an  overall  Administration  agenda  in 
accordance  with  section  7.01.  That 
agenda  and  any  supplements  prepared 
in  accordance  with  section  7.08  will  be 
approved  by  the  Assistant  Secretary. 

g.  Require  the  Director  of  the  Office 
of  Organization  and  Management  Sys¬ 
tems  to  designate  an  employee  who 
will  review  all  documents  to  be  submit¬ 
ted  to  the  Federal  Register  to  ensure 
that  they  are  written  clearly  and 
simply  and  are  designed  to  be  under¬ 
standable  to  those  affected. 

2.  Proposed  criteria  for  defining  sig¬ 
nificant  regulations. 

Regulations  issued  by  the  Office  of 
the  Assistant  Secretary  shall  be  sig¬ 
nificant  if  the  Assistant  Secretary  de¬ 
termines  that  they  shall  be  treated  as 
such,  or  if: 

a.  The  regulation  applies  to  a  large 
number  of  persons  or  organizations; 

b.  The  requirements  for  ensuring 
compliance,  including  data  collection 
and  reporting  requirements.  Impose 
more  than  a  minimum  burden ,  on 
those  affected; 

c.  The  regulation  causes  other  Fed¬ 
eral  agencies  or  State  and  local  gov¬ 
ernments  to  incur  new  responsibilities 
or  make  other  than  minimal  changes 
in  program  operations; 

d.  The  regulation  meets  the  criteria 
described  in  part  3  of  this  appendix 
for  the  preparation  of  a  regulatory 
analj'sis;  or 

e.  The  regulation  can  be  expected  to 
generate  considerable  public  interest . 
or  controversy. 

Any  revision  or  amendment  which 
does  not  materially  change  the  re¬ 
quirements  of,  or  the  number  of  per¬ 
sons  and  organizations  affected  by,  a 
significant  regulation  shall  not  be  con¬ 
sidered  significant. 

3.  Proposed  criteria  for  identifying 
which  regulations  require  regulatory 
analysis: 

Any  regulation  meeting  the  criteria 
established  in  section  5.02  of  DAO 
218-7  will  require  a  regulatory  analy¬ 
sis.  In  addition,  the  Assistant  Secre¬ 
tary  may  determine  that  any  regula¬ 
tion  issued  by  the  Office  of  the  Assist¬ 
ant  Secretary  requires  a  regulatory 
analysis. 

4.  Proposed  criteria  for  selecting  exist¬ 
ing  regulations  to  be  reviewed. 

All  regulations  issued  by  the  Office 
of  the  Assistant  Secretary  shall  be  re¬ 
viewed  no  less  frequently  than  once 
every  3  years.  In  addition,  an  existing 
regulation  shall  be  reviewed  if; 

a.  New  laws.  Executive  Orders,  etc., 
require  changes  in  an  existing  regula¬ 
tion; 


b.  Amendments  to  central  or  coordi¬ 
nating  agency  regulations  require 
changes  in  an  existing  regulation;  or 

c.  The  Assistant  Secretary  receives 
suggestions  or  complaints  which  indi¬ 
cate  a  need  for  changes  in  an  existing 
regulation. 

5.  Existing  regulations  scheduled  for 
review  during  the  next  six  months. 

Department  of  Commerce  regula¬ 
tions  under  Title  VI  of  the  Civil 
Rights  Act  of  1964  will  be  reviewed. 
These  regulations  appear  at  15  CFR 
8.1-8.15,  and  deal  with  the  prohibition 
of  discrimination  in  many  programs 
for  which  Federal  financial  assistance 
is  authorized  vmder  a  law  administered 
by  the  Department.  The  review  will  be 
for  the  piu-pose  of  ensuring  consisten¬ 
cy  with  the  Title  VI  regulations  issued 
by  the  Department  of  Justice  (28  CFR 
41.401-41.415),  and  ensuring  that  the 
regulations  are  understandable  to 
those  affected.  Comments  on  this 
review  should  be  sent  to  Arthur  E. 
Cizek,  Office  of  Civil  Rights.  Room 
4065,  U.S.  Department  of  Commerce, 
14th  Street  and  Constitution  Avenue 
NW.,  Washington,  D.C.  20230.  The 
telephone  number  is  202-377-3940. 

Comments  on  Appendix  A  should  be 
sent  to  Thomas  J.  Cox,  Jr.,  Office  of 
Organization  and  Management  Sys¬ 
tems,  U.S.  Department  of  Commerce, 
14th  Street  and  Constitution  Avenue 
NW.,  Washington,  D.C.  20230.  The 
telephone  number  is  202-377-3743. 

Appendix  B— Bureau  of  the  Census 

The  Bureau  of  the  Census  was  estab¬ 
lished  as  a  permanent  Bureau  by  the 
Act  of  March  6.  1902  (32  Stat.  51). 
Laws  pertaining  to  the  Bureau’s  statis¬ 
tical  program  are  encompassed  in  title 
13  of  the  United  States  Code.  The  mis¬ 
sion  of  the  Census  Bureau  is  to  collect 
and  publish  basic  statistics  concerning 
the  population  and  the  economy  of 
the  Nation  in  order  to  assist  the  Con¬ 
gress,  the  Executive  Branch,  and  the 
general  public  in  the  development  and 
evaluation  of  economic  and  social  pro¬ 
grams.  The  Bureau  publishes  a  wide 
variety  of  statistical  data  and  provides 
special  tabulations  of  statistical  infor¬ 
mation  for  government  and  private 
users.  Major  Census  Bureau  program 
areas  include  periodic  censuses,  cur¬ 
rent  surveys  and  programs,  and  reim¬ 
bursable  work. 

It  should  be  noted  that  because  of 
the  nature  of  its  work,  the  Census 
Bureau  does  little  rulemaking.  Those 
half  dozen  regulations  that  are  in  exis¬ 
tence  have  no  major  impact  on  the 
economy.  They  relate  to  either  admin¬ 
istering  a  data  collection  program  or 
data  service  programs.  Consequently, 
there  has  been  no  need  to  formalize  an 
extensive  process  for  developing  regu¬ 
lations;  the  process  has  been  ad  hoc  in 
nature.  To  comply  with  the  Executive 
Order,  the  Bureau  is  now  proposing 


procedures  in  addition  to  the  require¬ 
ments  provided  for  in  Department  Ad¬ 
ministrative  Order  218-7  for  the  issu¬ 
ance  of  regulations. 

For  further  information  concerning 
these  proposed  procedures  contact: 
Theodore  G.  Clemence,  Chief,  Pro¬ 
gram  and  Policy  Development  Office, 
Bureau  of  the  Census,  Room  2419,  FB 
No.  3,  Washington,  D.C.  20233,  301- 
763-2758. 

Interested  persons  may  participate 
in  this  rulemaking  by  submitting  writ¬ 
ten  data,  suggestions,  or  arguments  to: 
Director,  Bureau  of  the  Census,  Wash¬ 
ington,  D.C.  20233. 

Copies  of  all  written  comments  will 
be  available  for  examination  in: 
Bureau  of  the  Census  Library,  Room 
2471,  FB  No.  3,  Suitland,  Md.  20233. 

1.  Existing  procedures  and  changes 
that  have  been  made  to  comply  with 
Executive  Order  12044. 

(a)  The  following  procedures  shall 
be  applicable  to  all  regulations.  Prior 
to  the  promulgation  of  a  regulation, 
the  Director  shall  determine: 

(1)  That  the  need  for  and  purpose  of 
the  regulation  are  clearly  established 
and  specified  in  the  Federal  Register 
preamble; 

(2)  That  adequate  provisions  are 
made  for  early  public  participation  in 
the  development  of  regulations  by  no¬ 
tification  of  advisory  committees  and 
announcements  in  relevant  publica¬ 
tions  and  the  regulatory  agenda  that 
the  regulation  is  being  considered  and 
comments  are  solicited; 

(3)  That  the  Issues  have  been  thor¬ 
oughly  reviewed; 

(4)  That  the  feasible  alternatives 
have  been  explored; 

(5)  That  compliance  costs,  paper¬ 
work  and  other  burdens  on  the  public 
are  minimized;  and 

(6)  The  Director  shall  specify  a 
person  to  insure  that  the  regulation  is 
written  in  plain  English  and  is  under¬ 
standable  to  those  who  must  comply 
with  it. 

(b)  In  addition,  before  approving  and 
signing  significant  regulations,  the  Di¬ 
rector  shall  determine: 

(1)  That  the  direct  and  indirect  ef¬ 
fects  of  the  regulation  have  been  ade¬ 
quately  considered; 

(2)  That  the  least  burdensome  of  the 
acceptable  alternatives  has  been 
chosen; 

(3)  That  public  comments  (including 
those  from  State  and  local  govern¬ 
ments)  have  been  considered  and  an 
adequate  response  prepared; 

(4)  That  an  estimate  has  been  made 
of  the  new  reporting  burden  or  record¬ 
keeping  requirements,  if  any,  neces¬ 
sary  for  compliance  with  the  regula¬ 
tion; 

(5)  That  the  name,  address,  and  tele¬ 
phone  number  of  a  knowledgeable  of¬ 
ficial  is  included  in  the  Federal  Regis¬ 
ter  preamble;  and 
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(6)  That  a  plan  is  developed  for  eval¬ 
uating  the  effect  of  the  regulation 
after  its  issuance. 

(c)  The  Director  shall  submit  a  regu¬ 
latory  agenda  to  the  Assistant  Secre¬ 
tary  for  Policy  by  January  15,  1979, 
and  every  six  months  thereafter. 

The  regulatory  agenda  shall  include, 

(DA  description  of  each  regulation 
under  development  or  being  consid¬ 
ered  which  includes  items  specified  in 
Section  7.02  of  Department  Adminis¬ 
trative  Order  218-7; 

(2)  A  list  of  each  existing  regulation 
scheduled  to  be  reviewed: 

(3)  Information  on  the  status  of  ex¬ 
isting  regulations  listed  for  review  on 
previous  agendas;  and 

(4)  A  list  of  all  final  regulations  pro¬ 
mulgated  during  the  previous  six 
months  with  the  date  and  Federal 
Register  citation. 

The  Director  shall  immediately 
notify  the  Assistant  Secretary  for 
Policy  and  publish  suplements  to  the 
Department  Agenda  whenever  it  be¬ 
comes  apparent  that  development  or 
review  of  significant  regulations  not 
listed  in  the  previous  Department 
Agenda  will  commence  before  publica¬ 
tion  of  the  next  Department  Agenda 
or  review  of  a  regulation  listed  in  the 
previous  Department  Agenda  will  not 
commence  as  scheduled. 

2.  Criteria  for  defining  significant 
agency  regvlations. 

A  regulation  shall  be  considered  sig¬ 
nificant  if  it  meets  any  of  the  Depart¬ 
mental  criteria  as  set  forth  in  Depart¬ 
ment  Administrative  Order  218-7  or 
one  or  more  of  the  following: 

(a)  Since  a  burden  is  placed  on  ship¬ 
pers  by  the  reerulations,  a  substantive 
change  in  the  reporting  requirements 
necessary  for  compliance  with  the  For¬ 
eign  Trade  statistics  regulations  will 
be  considered  significant; 

(b)  The  Regulation  would  affect 
over  25  percent  of  all  States  or  local 
government  units; 

(c)  The  procedures  or  programs  of 
another  department  or  agency  will  be 
effected. 

(d)  Significant  public  controversy  or 
interest  is  expected  to  result; 

(e)  The  Secretary,  the  Chief  Econo¬ 
mist  of  the  Department  or  the  Direc¬ 
tor  requests  that  a  regulation  be  con¬ 
sidered  significant. 

3.  Criteria  for  identifying  which  regu¬ 
lations  require  regulatory  analysis. 

A  regulatory  analysis  shall  be  pre¬ 
pared  for  significant  regulations  which 
meet  the  Departmental  criteria  as  set 
forth  in  Department  Administrative 
Order  218-7,  or  the  Secretary,  the 
Chief  Economist  of  the  Department, 
or  the  Director  request  that  such  an 
analysis  be  performed. 

4.  Criteria  for  selecting  existing  regu¬ 
lations  to  he  reviewed 

All  existing  regulations  shall  be  re¬ 
viewed  within  1  year  of  the  date  of  the 


publication  of  this  report.  Thereafter, 
a  regulation  will  be  reviewed  when¬ 
ever: 

(a)  The  regulation  has  not  been  re¬ 
viewed  for  5  years; 

(b)  A  significant  regulation  has  not 
been  reviewed  for  2  years; 

(c)  It  appears  to  the  Director  that 
there  is  no  further  need  for  the  regu¬ 
lation  in  the  light  of  public  comments 
received; 

(d)  It  appears  to  the  Director  that 
the  burdens  imposed  upon  the  public 
are  increased  even  though  no  change 
has  been  made  to  the  regulation  itself; 

(e)  It  appears  to  the  Director  that 
there  is  a  need  to  simplify  or  clarify 
the  language  of  the  regulation; 

(f)  It  appears  to  the  Director  that 
there  is  a  need  to  eliminate  overlap¬ 
ping  and  duplicative  regulations; 

(g)  Technology,  economic  conditions 
or  other  factors  have  changed  the 
effect  of  the  regulation  on  the  public; 

(h)  The  Secretary,  the  Chief  Econo¬ 
mist  of  the  Department  or  the  Direc¬ 
tor  requests  that  such  review  should 
take  place. 

The  Bureau’s  regulations  may  be 
found  in  15  CFR  Chapter  1.  We  plan 
to  complete  the  review  of  Bm-eau  reg¬ 
ulations  within  1  year  of  the  effective 
date  of  these  procedures. 

These  regulations  are: 

15  CFR  20  relating  to  the  Bureau  of 
the  Census  official  seal. 

15  CFR  30  establishes  reporting  re¬ 
quirements  and  criteria  relating  to  ex¬ 
ports  and  imports. 

15  CFR  40  which  provides,  through 
the  State  Department,  training  of  for¬ 
eign  participants  in  Census  procedures 
and  general  statistics. 

15  CFR  50  establishes  fees  charged 
for  various  services  provided  by  the 
Bureau  to  individuals.  State  and  local 
governments  and  firms. 

15  CFR  60  relates  to  the  release  of 
information  under  the  Freedom  of  In¬ 
formation  Act. 

15  CFR  70  establishes  the  date  by 
which  a  change  in  a  political  boundary 
must  be  reported  to  the  Bureau  in 
order  to  be  included  in  the  decennial 
census. 

15  CFR  80  establishes  the  procedure 
for  obtaining  data  from  past  records  of 
the  decennial  census  questionnaires. 

Appendix  C— Bureau  of  Economic 
Analysis 

The  Bureau  of  Economic  Analysis 
(BEA)  was  established  under  Depart¬ 
ment  Order  No.  10,  effective  December 
18,  1945.  Department  Order  No.  15,  as 
amended  December  1,  1953,  pursuant 
to  authority  contained  in  Reorganiza¬ 
tion  Plan  No.  5  of  1959,  further  desig¬ 
nated  BEA  as  a  primary  operating 
unit  of  the  Department.  The  mission 
of  BEA  is  to  provide  a  clear  picture  of 
the  state  of  the  economy  through  the 
preparation,  development  and  inter¬ 


pretation  of  the  economic  accounts  of 
the  United  States. 

To  construct  the  accounts,  BEA  uses 
mainly  raw  data  collected  by  other 
agencies  from  individuals,  businesses, 
and  other  respondents.  About  one- 
third  of  these  primary  data  comes 
from  the  Census  Bureau.  Most  of  the 
rest  come  from  the  Treasury  Depart¬ 
ment,  the  Labor  Department,  and  the 
Office  of  Management  and  Budget. 
BEA  also  conducts  its  own  surveys  to 
collect  data  whenever  there  is  a  close 
link  between  the  data  and  its  analyt¬ 
ical  work,  as  for  instance,  in  the  case 
of  its  balance  of  payments  work  and 
its  work  on  international  investment. 

Because  of  the  nature  of  its  work, 
the  Bureau  of  Economic  Analysis  does 
little  rulemaking.  Proposed  rules  and 
regulations  have  been  developed  pri¬ 
marily  to  establish  new  statistical  sur¬ 
veys  and  public  reporting  require¬ 
ments,  and  it  has  not  been  necessary 
to  formalize  a  process  for  developing 
regulations;  the  process  has  been  ad 
hoc  in  nature.  To  comply  with  the  Ex¬ 
ecutive  Order,  the  Bureau  is  now  pro¬ 
posing  procedures  in  addition  to  the 
requirements  provided  for  in  Depart¬ 
ment  Administrative  Order  218-7  for 
the  issuance  of  regulations. 

SUPPLEMENTARY  INFORMATION: 
Interested  persons  may  participate  in 
this  proposed  rulemaking  by  submit¬ 
ting  written  data,  suggestions  or  argu¬ 
ments  to:  Director,  Bureau  of  Econom¬ 
ic  Analysis,  Washington,  D.C.  20230. 

Copies  of  all  written  comments  will 
be  available  for  examination  by  inter¬ 
ested  persons  in:  Room  905,  Tower 
Building  1401  K  Street  NW.,  Washing¬ 
ton,  D.C.  20230. 

1.  Existing  procedures  and  changes 
that  have  been  made  to  comply  with 
Executive  Order  12044. 

(a)  The  following  procedures  shall 
be  applicable  to  all  regulations.  Prior 
to  the  promulgation  of  a  regulation, 
the  Dir^tor  shall  determine: 

(1)  That  the  need  for  and  purpose  of 
the  regulation  are  clearly  established 
and  specified  in  the  Federal  Register 
preamble; 

(2)  That  adequate  provisions  are 
made  for  early  public  participation  in 
the  development  of  relations  by  no¬ 
tification  of  advisory  committees  and 
announcements  in  relevant  publica¬ 
tions  and  the  regulatory  agenda  that 
the  regulation  is  being  considered  and 
comments  are  solicited; 

(3)  That  the  issues  have  been  thor¬ 
oughly  reviewed: 

(4)  That  the  feasible  alternatives 
have  been  explored; 

(5)  That  compliance  costs,  paper¬ 
work  and  other  burdens  on  the  public 
are  minimized; 

(6)  That  the  regulation  is  written  in 
plain  English  and  Is  imderstandable  to 
those  who  must  comply  with  it. 

(b)  Before  approving  and  signing  sig¬ 
nificant  regulations,  the  Director  shall 
determine; 
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(1)  That  the  direct  and  indirect  ef¬ 
fects  of  the  regulation  have  been  ade¬ 
quately  considered; 

(2)  That  the  least  burdensome  of  the 
acceptable  alternatives  has  been 
chosen; 

(3)  That  all  public  comments  (in¬ 
cluding  those  from  state  and  local  gov¬ 
ernments)  have  been  considered  and 
an  adequate  response  prepared; 

(4)  That  an  estimate  has  been  made 
of  the  new  reporting  biu-den  or  record¬ 
keeping  requirements,  if  any,  neces¬ 
sary  for  compliance  with  the  regula¬ 
tion; 

(5)  That  the  name,  address,  and  tele¬ 
phone  number  of  a  knowledgeable  of¬ 
ficial  Is  included  in  the  Federal  Regis¬ 
ter  preamble; 

(6)  That  a  plan  is  developed  for  eval¬ 
uating  the  effect  of  the  regulation 
after  its  issuance. 

(c)  The  Director  shall  submit  a  regu¬ 
latory  agenda  to  the  Assistant  Secre¬ 
tary  for  Policy  by  January  15,  1979, 
and  every  6  months  thereafter.  The 
regulatory  agenda  shall  include: 

(DA  description  of  each  regulation 
under  development  or  being  consid¬ 
ered  which  includes  items  specified  in 
Section  7.02  of  Department  Adminis¬ 
trative  Order  218-7; 

(2)  A  list  of  each  existing  regulation 
scheduled  to  be  reviewed; 

(3)  Information  on  the  status  of  ex¬ 
isting  regulations  listed  for  review  on 
previous  agenda;  and 

(4)  A  list  of  all  final  regulations  pro¬ 
mulgated  during  the  previous  6 
months  with  the  date  and  Federal 
Register  citation. 

The  Director  shall  immediately  notify 
the  Assistant  Secretary  for  Policy  and 
publish  supplements  to  the  Depart¬ 
ment  Agenda  whenever  it  becomes  ap¬ 
parent  that  development  or  review  of 
significant  regulations  not  listed  in  the 
previous  Department  Agenda  will  com¬ 
mence  before  publication  of  the  next 
Department  Agenda  or  review  of  a  reg¬ 
ulation  listed  in  the  previous  Depart¬ 
ment  Agenda  will  not  commence  as 
scheduled. 

2.  Criteria  for  defining  significant 
agency  regvlations. 

A  regulation  shall  be  considered  sig¬ 
nificant  if  it  meets  the  Departmental 
criteria  as  set  forth  in  Department  Ad¬ 
ministrative  Order  218-7,  or  one  or 
more  of  the  following: 

(a)  The  regulation  would  affect  over 
25  percent  of  all  State  or  local  govern¬ 
ments; 

(b)  The  procedures  or  programs  of 
another  department  or  agency  will  be 
affected; 

(c)  Sig^icant  public  controversy  or 
interest  will  result; 

(d)  The  Secretary,  Chief  Economist, 
or  the  Director  determines  that  a  reg¬ 
ulation  is  significant. 

3.  Criteria  for  identifying  which  regu¬ 
lations  require  regulatory  analysis. 

A  regulatory  analysis  shall  be  pre¬ 


pared  for  significant  regulations  which 
meet  the  Departmental  criteria  as  set 
forth  in  Department  Administrative 
Order  218-7,  or  the  Secretary,  Chief 
Economist  of  the  Department,  or  the 
Director  determines  that  such  an  anal¬ 
ysis  should  be  performed. 

4.  Criteria  for  selecting  existing  regu¬ 
lations  to  be  reviewed 

All  existing  regulations  (15  CFR 
Chapter  VIII)  shall  be  reviewed  within 
1  year  of  the  date  of  the  publication  of 
this  report.  Thereafter,  a  regulation 
will  be  reviewed  whenever: 

(a)  The  regulation  has  not  been  re¬ 
viewed  for  5  years; 

(b)  A  significant  regulation  has  not 
been  reviewed  for  2  years; 

(c)  It  appears  to  the  Director  that 
there  is  no  further  need  for  the  regu¬ 
lation  in  the  light  of  public  comments 
received; 

(d)  It  appears  to  the  Director  that 
the  burdens  imposed  upon  the  public 
are  increased  even  though  no  change 
has  been  made  to  the  regulation  itself; 

(e)  It  appears  to  the  Director  that 
there  is  a  need  to  simplify  or  clarify 
the  language  of  the  regulation; 

(f)  It  appears  to  the  Director  that 
there  is  a  need  to  eliminate  overlap¬ 
ping  and  duplicative  regulations; 

(g)  Technology,  economic  conditions 
or  other  factors  have  changed  the 
effect  of  the  regulation  on  the  public; 

(h)  The  Secretary,  the  Chief  Econo¬ 
mist  of  the  Department,  or  the  Direc¬ 
tor,  requests  that  such  review  take 
place. 

The  Bureau’s  basic  regulations  may 
be  found  in  15  CFR  Chapter  VIII.  We 
plan  to  complete  the  review  of  Bureau 
Regulations  within  1  year  of  the  effec¬ 
tive  date  of  these  procedures.  These 
regulations  are:  15  CFR  802  which  re¬ 
lates  to  the  reporting  of  revenues  and 
expenditures  by  carriers  of  imports. 

15  CFR  803  which  relates  to  the  re¬ 
porting  of  royalties  and  fees  earned  by 
foreign  holdings  of  U.S.  persons. 

15  CFR  806  which  relates  to  the  re¬ 
porting  of  direct  investment. 

15  CFR  807  which  relates  to  the  re¬ 
lease  of  material  imder  the  Freedom 
of  Information  Act. 

15  CFR  804  and  805  are  outdated 
and  will  be  deleted. 

Appendix  D— Economic  Development 
Administration 

DRAFT  REPORT  ON  IMPROVING  THE 
REGULATORY  PROCESS 

This  notice  sets  forth  the  draft 
report  which  Executive  Order  12044 
on  Improving  Government  Regula¬ 
tions  (E.O.  12044,  March  23,  1978)  re¬ 
quires  each  agency  to  publish  in  the 
Federal  Register  for  public  comment. 

The  following  topics  are  examined  in 
this  draft  report:  (1)  the  Economic  De¬ 
velopment  Administration’s  (EDA) 
current  process  for  developing  signifi¬ 


cant  regulations;  (2)  the  changes  EDA 
has  made  to  that  process  to  comply 
with  E.O.  12044;  (3)  EDA’s  proposed 
criteria  for  determining  significant 
regulations;  (4)  proposed  criteria  for 
identifying  significant  regulations 
which  require  regulatory  analysis;  (5) 
proposed  criteria  for  the  selection  of 
existing  regulations  to  be  reviewed  ac¬ 
cording  to  the  provisions  of  E.O. 
12044;  (6)  a  list  of  existing  regulations 
which  EDA  will  consider  in  its  initial 
review;  and,  (7)  a  description  of  EDA’s 
regulatory  agenda. 

I.  Current  Process  for  Developing  Reg¬ 
ulations. 


EDA  develops  new  regulations  and 
revises  existing  regulations  through 
basically  the  same  process.  There  are 
several  stages  to  this  development:  ini¬ 
tiation,  circulation  within  the  agency, 
publication  in  the  Feeral  Register, 
and  opportunity  for  public  comment. 

(1)  EDA’s  regulatory  process  starts 
in  its  Office  of  Chief  Counsel  (OCC) 
on  its  own  initiative  or  at  the  request 
of  the  program  offices,  depending  on 
the  nature  of  the  regulation.  Regula¬ 
tions  required  by  legislation  originate 
with  OCC;  regulations  implementing 
policy  are  proposed  in  program  offices. 

(2)  Where  OCC  proposes  a  regula¬ 
tion.  it  prepares  a  draft  of  the  propos¬ 
al  accompanied  by  background  infor¬ 
mation  on  the  authority  for  the  regu¬ 
lation,  the  purpose  it  is  intended  to  ac¬ 
complish,  and,  if  necessary,  any  policy 
decisions  incorporated  into  the  regula¬ 
tion.  When  a  program  office  suggests  a 
regulation,  it  supplies  the  backgroisnd 
information  to  OCC,  which  drafts  the 
proposed  regulation.  These  drafts  are 
circulated  through  the  Agency  for 
comments. 

(3)  After  comments,  if  any,  have 
been  received  and  appropriate  revi¬ 
sions  made,  the  regulation  is  sent  to 
the  Assistant  Secretary  for  his  approv¬ 
al.  When  the  Assistant  Secretary  signs 
the  regulation,  it  is  published  in  the 
Federal  Register  as  a  final  rule.  The 
Federal  Register  publication  includes 
the  name  of  an  agency  official  whom 
interested  persons  may  contact  for 
further  information  and  allows  the 
public  30  days  to  comment  on  the  reg¬ 
ulation. 

Up  to  this  date,  EDA  published  regu¬ 
lations  directly  in  final  form  because 
section  553  of  the  Administrative  Pro¬ 
cedure  Act  (5  U.S.C.)  exempts  agencies 
from  the  notice-and-comment  proce¬ 
dure  for  regulations  pertaining  to 
grant  and  loan  programs.  Because  of 
this  exemption,  EDA  was  not  required 
to  publish  notices  of  proposed  rule- 
making.  Upon  occasion.  EDA  obtained 
comments  prior  to  publication  in  the 
Federal  Register  through  formal  and 
informal  consultation  with  State  and 
local  governments.  For  instance,  under 
the  $6  billion  Local  Public  Works  Pro¬ 
gram.  EDA  submitted  draft  regula¬ 
tions  to  the  Advisory  Commission  on 
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Intergovernmental  Relations  for  their 
comments. 

11.  Revised  Process  for  Significant 
Regvlations. 

The  following  reforms  have  been 
made  to  EDA’s  procedures  for  signifi¬ 
cant  (as  defined  in  part  III)  regula¬ 
tions  to  accommodate  the  provisions 
of  E.O.  12044.  EDA  will  also  comply 
with  the  procedures  set  forth  in  I>e- 
partment  Administrative  Order  218-7 
"Issuing  Departmental  Regulations” 
(D.A.O.).  EDA’s  process  now  includes 
the  following  stages:  initiation,  agency 
head  oversight,  regulatory  analysis 
(where  appropriate),  public  participa¬ 
tion,  and  approval. 

A.  Initiation  of  process.  EDA  will 
continue  to  initiate  regulations  as  it 
did  prior  to  E.O.  12044.  Now,  however, 
a  regulation  will  be  examined  at  this 
stage  by  the  Office  of  the  Chief  Coun¬ 
sel  to  determine  its  significance.  The 
criteria  for  determining  significance  in 
regulations  are  discussed  in  part  III 
below.  If  a  relation  is  determined 
significant,  it  will  be  subject  to  the  re¬ 
maining  four  stages.  A  regulation 
found  not  to  be  significant  will  be  de¬ 
veloped  through  similar  procedures 
consistent  with  section  1  of  E.0. 12044, 
depending  on  the  nature  of  the  regula¬ 
tion  involved. 

B.  Oversight  by  the  Assistant  Secre¬ 
tary.  Before  drafting  a  significant  reg¬ 
ulation,  OCC  will  inform  the  Assistant 
Secretary  about  the  issues  to  be  con¬ 
sidered  in  the  proposal  and  alternative 
approaches  to  achieve  the  proposal’s 
purpose  which  should  be  explored. 
The  Assistant  Secretary  then  will  de¬ 
termine  how  the  Agency  will  proceed 
with  the  regulation. 

The  Assistant  Secretary  also  will 
review  a  tentative  plan  for  obtaining 
pubiic  comment  on  the  regulation. 
Where  appropriate  to  the  nature  of 
the  regulation,  this  plan  shall  include 
provision  for  consultation  with  State 
and  local  governments.  Finally,  the 
Assistant  Secretary  will  establish 
dates  for  the  completion  of  various 
steps  in  the  development  of  the  regu¬ 
lation. 

Notice  of  developing  a  significant 
regulation  will  be  given  in  EDA’s  regu¬ 
latory  agenda  as  described  in  part  VII. 

C.  Regulatory  analysis.  EDA  will 
prepare  a  regulatory  analysis  for  all 
significant  regulations  which  may 
have  major  economic  consequences,  as 
set  forth  in  part  IV.  For  such  regula¬ 
tions,  EDA  will  scrutinize  alternative 
approaches  early  in  the  decisionmak¬ 
ing  process.  In  performing  the  regula¬ 
tory  analysis,  EDA  will: 

(1)  Provide  a  succinct  statement  of 
the  problem: 

(2)  Describe  the  major  alternative 
ways  of  dealing  with  the  problem; 

(3)  Analyze  the  economic  conse¬ 
quences  of  each  alternative  consid¬ 
ered: 

(4)  Explain  in  detail  the  reasons  for 

choosing  one  alternative  over  the 
others:  * 


(5)  Explain  in  the  public  notice  of 
proposed  rulemaking  the  regulatory 
approach  selected  or  favored,  de¬ 
scribed  briefly  other  alternatives  con¬ 
sidered.  and  state  how  the  public  may 
obtain  a  copy  of  the  draft  regulatory 
analysis; 

(6)  Prepare  a  final  regulatory  analy¬ 
sis  which  EDA  will  make  available 
when  final  regulations  are  published. 

D.  Opportunity  for  public  participa¬ 
tion.  EDA  will  give  the  public  early 
and  meaningful  opportunity  to  partici¬ 
pate  in  the  development  of  significant 
regulations.  In  accordance  with  this 
goal,  the  Agency  will  publish  on  ad¬ 
vance  notice  of  proposed  rulemaking 
after  the  Assistant  Secretary  has  per¬ 
formed  his  oversight  functions.  EDA 
also  will  notify  appropriate  interested 
parties  directly  of  the  development  of 
regulations. 

In  addition  to  these  steps.  EDA  may, 
where  appropriate  and  helpful,  hold 
open  conferences  or  public  hearings 
on  proposed  rulemaking  and  send 
notice  of  proposed  regulations  to  pub¬ 
lications  likely  to  be  read  by  those  af¬ 
fected  by  the  rulemaking. 

EDA  will  publish  significant  regula¬ 
tions  as  proposed  rules  and  will  allow 
the  public  sixty  days  to  submit  written 
comments  on  them.  Written  comments 
received  from  the  public  will  be  con¬ 
sidered  when  the  regulations  are  put 
into  their  final  form. 

In  accordance  with  section  2(c)  of 

E.O.  12044,  E33A  reserves  the  right  to 
publish  significant  regulations  with  a 
shorter  period  for  public  comment  or 
as  final  rules  where  short-term  (60-90 
days)  statutory  or  judicial  deadlines  or 
other  exigencies  make  the  60  day 
period  impracti<^  or  contrary  to  the 
public  interest.  The  publication  of 
these  regulations  will  be  accompanied 
by  a  statement  of  the  reason  for  the 
abbreviated  public  participation  proce¬ 
dures  and  the  name  of  the  EDA  offi¬ 
cial  responsible  for  this  determination. 

E.  Approval  of  significant  regula¬ 
tions.  As  in  EDA’s  former  process,  the 
Assistant  Secretary  will  approve  all 
significant  regulations  prior  to  publi¬ 
cation  for  public  comment  in  the  Fed¬ 
eral  Register.  The  Assistant  Secre¬ 
tary  will  make  the  following  specific 
determinations  as  part  of  his  approval: 

(1)  The  proposed  regulations  are 
needed: 

(2)  The  direct  and  indirect  effects  of 
the  regulations  have  been  considered; 

(3)  Alternative  approaches  have 
been  considered  and  the  least  burden¬ 
some  of  the  acceptable  alternatives 
has  been  chosen: 

(4)  Public  comments  have  been  con¬ 
sidered  and  responded  to  adequately: 

(5)  The  regulations  are  written  in 
plain  English  and  are  imderstandable 
to  those  who  must  comply  with  them; 

(6)  An  estimate  has  been  made  of 
the  new  reporting  burdens  or  record¬ 
keeping  requirements  necessary  for 
compliance  with  the  regulations; 


(7)  The  name,  address  and  telephone 
number  of  a  knowledgeable  agency  of¬ 
ficial  is  included  in  the  publication: 
and 

(8)  A  plan  for  evaluating  the  regula¬ 
tions  after  their  issuance  has  been  de¬ 
veloped. 

Where  the  D.A.O.  directs  that  the 
Secretary  of  Commerce  shall  approve 
significant  regulations,  such  regula¬ 
tions.  including  the  determinations 
noted  above,  will  be  submitted  to  the 
Secretary  at  least  fifteen  days  before 
the  proposed  publication  date. 

III.  Criteria  for  Determining  Signifi¬ 
cant  Regvlations. 

The  process  for  developing  regula¬ 
tions  described  in  part  II  applies  only 
to  regulations  which  EDA  determines 
are  significant.  EDA  will  use  the  fol¬ 
lowing  criteria  to  determine  their  sig¬ 
nificance. 

(1)  EDA  will  consider  the  relation¬ 
ship  of  the  regulation  to  major  De¬ 
partmental  or  Agency  policy  issues. 
Where  an  EDA  regulation  implements 
a  major  policy  of  either  the  Depart¬ 
ment  or  the  Agency,  rather  than  man¬ 
datory  legislative  authority  or  execu¬ 
tive  branch  directive,  the  regulation 
will  be  considered  significant. 

(2)  EDA  will  consider  the  degree  of 
controversy  over  or  public  interest  in 
the  regulation.  Where  a  proposal  for  a 
regulation  is  controversial  or  of  great 
public  interest,  that  regulation  will  be 
considered  significant. 

(3)  EDA  will  also  consider  the  fol¬ 
lowing  factors  in  determining  signifi¬ 
cance: 

(a)  The  type  and  number  of  individ¬ 
uals,  businesses,  organizations.  State 
and  local  governments  affected; 

(b)  The  compliance  and  reporting  re¬ 
quirements  likly  to  be  involved; 

(c)  The  direct  and  indirect  effects  of 
the  regulation,  including  the  effect  on 
competition;  and 

(d)  The  relationship  of  the  regula¬ 
tion  to  those  of  other  programs  and 
agencies. 

(4)  EDA  will  determine  that  regula¬ 
tions  are  not  significant  where  the  reg¬ 
ulation  is  required  by  statute  or  other 
exigency  (e.g.  judicial  deadlines)  to  be 
published  quickly  (i.e.  60-90  days)  or 
where  the  regulation  is  required  by 
statute  or  an  executive  branch  direc¬ 
tive  and  allows  EDA  no  substantial 
discretion  in  developing  the  contents 
of  the  regulation. 

(a)  EDA  will  determine  a  regulation 
to  be  an  emergency  regulation  where 
the  statute  or  exigency  requires  publi¬ 
cation  within  91  days.  In  such  a  case, 
the  regulation  will  not  be  significant. 
EDA  will  follow  the  procedures  de¬ 
scribed  in  part  II  only  inasfar  as  time 
will  allow.  EDA  will  publish  these  reg¬ 
ulations  as  interim  regulations  and 
allow  the  public  to  comment  for  at 
least  60  days  prior  to  final  publication. 

(b)  The  Assistant  Secretary  may 
conclude  that  a  regulation  is  not  sig- 
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niflcant,  even  If  it  meets  the  criteria 
established  for  identifying  significant 
regulations,  if  the  Assistant  Secretary 
determines,  in  writing,  that  the  degree 
of  discretion  available  to  EDA  is  so 
limited  by  underlsdng  legislation  or  ex¬ 
ecutive  branch  directives  (e.g.  Execu¬ 
tive  Orders,  OMB  Circulars,  etc.)  that 
no  significant  options  for  implementa¬ 
tion  are  available  to  EDA.  A  copy  of 
this  determination  shall  be  promptly 
sent  to  the  Assistant  Secretary  for 
Policy  and  an  explanation  of  the  de¬ 
termination  shall  be  included  in  the 
preamble  to  the  notice  of  proposed  ru¬ 
lemaking. 

IV  EDA  ’«  proposed  criteria  for  identi¬ 
fying  significant  regulations  which  re¬ 
quire  regulatory  analysis. 

EDA  will  prepare  a  regulatory  analy¬ 
sis  of  proposed  regulations  which  the 
Agency  has  both:  (a)  identified  as  sig¬ 
nificant  under  the  above  criteria,  and 

(b)  determined  may  have  major  eco¬ 
nomic  consequences. 

EDA  will  apply  the  following  alter¬ 
native  criteria  to  determine  whether  a 
significant  regulation  may  have  major 
economic  consequences: 

(1)  Where  the  potential  economic 
consequences  of  the  significant  regula¬ 
tion  will  affect  the  economy  as  a 
whole,  EDA  will  determine  those  con¬ 
sequences  to  be  major  if  such  regula¬ 
tion  can  be  expected,  during  any  12- 
month  period  it  is  in  effect,  to  result 
in  an  effect,  direct  or  indirect,  on  the 
economy  of  $50  million  or  more.  If  this 
criterion  is  met,  EDA  will  perform  a 
regulatory  analysis  of  the  proposed 
significant  reg\ilation. 

(2)  Where  the  potential  economic 
consequences  of  the  significant  regula¬ 
tion  will  affect  an  individual  industry, 
EDA  will  determine  those  conse¬ 
quences  to  be  major. 

(a)  If,  during  any  12-month  period  in 
which  it  is  in  effect,  such  regulation 
can  be  expected  to  result  in  an  in¬ 
crease  of  cost  or  price  of  5  percent  or 
more  for  the  specific  activity, 
product(s)  or  service(s)  affected  by  the 
regulation;  or 

(b)  If,  during  any  12-month  period  in 
which  it  is  in  effect,  such  regiilation 
can  be  expected  to  result  in  an  effect, 
direct  or  indirect,  exceeding  $25  mil¬ 
lion;  or 

(c)  If  the  regulation  can  be  expected 
to  reduce  labor  productivity  by  1  per¬ 
cent  or  more  in  the  item  which  is  the 
unit  of  focus  in  the  regulation;  or 

(d)  If  such  regulation  can  be  expect¬ 
ed,  for  the  particular  market(s)  affect¬ 
ed.  to  result  in  a  1  percent  or  more  de¬ 
cline  in  a  supply  of  materials,  prod¬ 
ucts.  or  services  or  a  I  percent  or  more 
increase  in  consumption  of  these  ma¬ 
terials,  products,  or  services  as  a  direct 
or  indirect  result  of  such  regulation; 
or 

(e)  If  such  regulation  can  be  expect¬ 
ed  to  result  in  a  decline  in  competition 


in  the  particular  market(s)  affected. 
Factors  to  be  considered  include  limi¬ 
tation  of  market  information,  or  other 
restrictive  factors  that  impede  the 
functioning  of  the  market  system. 

If  any  of  the  criteria  (a)  through  (e)  is 
met.  EDA  will  perform  a  regulatory 
analysis  of  the  proposed  significant 
regulation. 

(3)  Where  the  potential  economic 
consequences  will  affect  a  level  of  gov¬ 
ernment,  EDA  will  determine  those 
consequences  to  be  major  if  the  effect, 
direct  or  indirect,  is  an  increase  in 
costs  to  that  level  of  government 
which  can  be  expected  to  exceed  $25 
million.  If  this  criterion  is  met,  EDA 
will  perform  a  regulatory  analysis  of 
the  proposed  significant  regulation. 

(4)  Where  the  potential  economic 
consequences  will  affect  a  geographic 
area,  EDA  will  determine  those  conse¬ 
quences  to  be  major  if,  during  any  12- 
month  period  in  which  it  is  in  effect, 
the  significant  regulation  can  be  ex¬ 
pected  to  result  in  an  effect,  direct  or 
indirect,  exceeding  $25  million.  If  this 
criterion  is  met,  EDA  will  perform  a 
regulatory  analysis  of  the  proposed 
significant  regulation. 

(5)  Where  the  potential  economic 
consequences  of  the  significant  regula¬ 
tion  will  result  in  an  effect,  direct  or 
indirect,  to  consumers,  EDA  will  deter¬ 
mine  those  consequences  to  be  major: 

(a)  If,  during  any  12-month  period  it 
is  in  effect,  such  regulation  can  be  ex¬ 
pected  to  result  in  an  effect,  direct  or 
indirect,  exceeding  $25  million;  or 

(b)  If,  during  any  12-month  period  it 
is  in  effect,  such  regulation  can  be  ex¬ 
pected  to  resiilt  in  an  increase  in  price 
of  5  percent  or  more  for  the  specific 
activity,  product(s)  or  servlce(s)  affect¬ 
ed  by  the  proposed  regulation;  or 

(c)  If  such  regulation  can  be  expect¬ 
ed  to  result,  for  the  particular 
market(s)  affected,  in  a  1  percent  or 
more  decline  in  supply  of  materials, 
products  or  services  or  a  1  percent  or 
more  increase  in  consumption  of  these 
materials,  products  or  services  as  a 
direct  or  indirect  result  of  the  regula¬ 
tion;  or 

(d)  If,  such  regulation  can  be  expect¬ 
ed  to  result  in  a  decline  in  competition 
in  the  particular  market(s)  affected. 
Factors  to  be  considered  include  limi¬ 
tation  of  market  entry,  restraint  of 
market  information,  or  other  restric¬ 
tive  factors  that  impede  the  function¬ 
ing  of  the  market  system. 

EDA  will  also  prepare  a  regulatory 
analysis  of  existing  regulations  where 
the  Agency  has  determined,  pursuant 
to  the  criteria  set  forth  in  part  V,  that 
the  regulations  should  be  revised,  and 
that  the  regulations  as  revised  are 
both  significant  and  will  have  major 
economic  consequences  imder  one  or 
more  of  the  preceding  criteria. 

If  the  Agency  determines  that  a  pro¬ 
posed  or  revised  regulation  is  not  sig¬ 
nificant  or  that  a  proposed  or  revised 


regulation  is  significant  but  will  not 
have  major  economic  consequences 
under  one  of  the  above  criteria,  EDA 
will  not  perform  a  regulatory  analysis 
of  the  regulation  except  where: 

(a)  The  Assistant  S^retary  for  Eco¬ 
nomic  Development  determines  that 
such  an  analysis  would  be  beneficial; 
or 

(b)  The  Secretary  of  Commerce  de¬ 
termines,  in  accordance  with  section 
7.04  of  the  D.A.O.  that  such  an  analy¬ 
sis  should  be  performed. 

V  Criteria  for  selecting  regulations 
for  review. 

In  order  to  assvu-e  that  exisiting  reg¬ 
ulations  are  achieving  the  policy  goals 
of  E.O.  12044,  EDA  will  review  its  reg¬ 
ulations  periodically.  In  selecting  ex¬ 
isting  ree^ations  for  review,  EDA  will 
consider  the  following  criteria: 

(1)  The  length  of  time  since  the  reg¬ 
ulation  has  been  evaluated.  All  regula¬ 
tions  which  meet  the  criteria  of  sig¬ 
nificance  will  be  reviewed  at  least  once 
every  4  years.  EDA  will  review  all 
other  regulations  within  6  years  of 
publication.  After  selecting  regula¬ 
tions  under  this  criterion.  EDA  will 
review  the  regulations  in  accord  with 
the  other  criteria  listed  below. 

(2)  The  continued  need  for  the  regu¬ 
lation.  EDA  shall  examine  all  its  regu¬ 
lations  periodically  to  determine  if 
there  is  a  continuing  need  for  the  reg¬ 
ulations.  EDA  will  measure  the  need 
for  each  regulation  on  the  basis  of  the 
underlying  legislation,  EDA  policy,  or 
other  Federal  agency  requirements. 

(3)  The  need  to  simplify  or  clarify 
language.  EDA  will  note  which  of  its 
regulations  have  caused  misunder¬ 
standings  and  review  them  as  neces¬ 
sary  to  clarify  them. 

(4)  The  need  for  clarifying  the  orga¬ 
nization  of  parts  or  subparts  due  to 
the  addition  of  or  substantial  revision 
of  individual  regulations. 

(5)  The  need  to  eliminate  overlap¬ 
ping  or  duplicative  regulations. 

(6)  The  need  to  eliminate  imneces- 
sary  variations  in  requirements  im¬ 
posed  on  recipients  of  financial  assist¬ 
ance  by  both  EDA  and  other  Federal 
agencies. 

(7)  The  burdens  imposed  on  those 
directly  or  indirectly  affected  by  the 
regulations. 

(8)  The  number  of  complaints  or 
suggestions  received. 

(9)  The  degree  to  which  economic 
conditions  or  other  factors  have 
changed  in  the  area  affected  by  the 
regulation. 

Based  upon  its  review  of  existing 
regulations,  EDA  will  revise  significant 
regulations  in  accord  with  the  proce¬ 
dures  set  forth  in  part  II  above  for  de¬ 
veloping  new  significant  regulations. 

VI  List  of  existing  regulations  which 
EDA  will  consider  for  its  initial 
review. 

EDA  will  consider  the  following  reg¬ 
ulations  for  its  initial  review: 
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(1)  13  CFR  part  306— Business  devel¬ 
opment  program. 

(2)  13  CFR  part  309— General  re¬ 
quirements  for  financial  assistance. 

(3)  13  CFR  part  301— Establishment 
and  organization. 

(4)  13  CFR  part  303— Economic  de¬ 
velopment  districts. 

VII  Regulatory  agenda. 

By  January  15  and  July  15  of  each 
year,  EDA  will  prepare  a  regulatory 
agenda  of  forthcoming  regulations 
under  review  or  development.  EDA 
will  submit  the  agenda  to  the  Assist¬ 
ant  Secretary  of  Commerce  for  Policy. 
The  portions  of  this  agenda  concern¬ 
ing  significant  regulations  will  be  pub¬ 
lished  in  the  Fedesial  Register  as  part 
of  the  combined  Department  of  Com¬ 
merce  regulatory  agenda  by  February 
15  and  August  15  of  each  year.  The 
regulatory  agenda  for  EDA  will  in¬ 
clude,  to  the  extent  feasible: 

(1)  A  description  of  regulations 
under  development  or  being  consid¬ 
ered  for  development,  including: 

(a)  A  statement  whether  the  regula¬ 
tion  has  been  determined  to  be  a  sig¬ 
nificant  regulation; 

(b)  The  need  for  and  the  legal  basis 
for  the  action  being  taken; 

(c)  If  possible,  a  statement  as  to 
whether  or  not  a  regulatory  analysis 
will  be  required; 

(4)  The  name  and  telephone  number 
of  a  knowledgeable  official; 

(e)  A  list  of  major  issues  likely  to  be 
considered  in  developing  the  regula¬ 
tion; 

(f)  A  tentative  plan  for  consulting 
with  State  and  local  governments; 

(g)  Proposed  dates  for  the  comple¬ 
tion  of  steps  In  the  development  proc¬ 
ess;  and 

(h)  Information  on  the  status  of  all 
new  significant  regulations  listed  in 
previous  agendas  imtil  such  time  as 
these  regulations  are  published  as 
final  in  the  Federal  Register. 

(2)  A  list  of  existing  regulations 
scheduled  for  review,  including  the 
name  and  telephone  number  of  a 
knowledgeable  official  for  each; 

(3)  Information  on  the  status  of  ex¬ 
isting  regulations  previously  scheduled 
for  reviews;  and 

(4)  A  list  of  all  final  regulations  pub¬ 
lished  in  the  Federal  Register  during 
the  previous  6  months  including  the 
date  and  Federal  Register  citation. 

If  EDA  has  no  regulations  which  it 
intends  to  review  or  develop,  EDA  will 
submit  a  report  to  the  Assistant  Secre¬ 
tary  for  Policy  to  that  effect.  If,  prior 
to  the  date  of  the  next  Departmental 
agenda,  it  becomes  necessary  for  EDA 
to  develop  or  review  significant  regula¬ 
tions  which  were  not  listed  on  the  last 
Departm«ital  agenda,  EDA  will  pub¬ 
lish  a  supplement  to  the  Departmental 
agenda.  In  addition.  EDA  will  immedi¬ 
ately  notify  the  Assistant  Secretary 
for  Policy  any  changes  to  its  regula- 
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tion  agmda.  EDA  may  also  publish  a 
sui^lement  to  the  Departmental 
agenda,  when  appropriate,  if  EDA  will 
not  develop  or  review  significant  regu¬ 
lations  as  scheduled  on  the  latest  De¬ 
partmental  agenda. 

In  developing  proposed  regulations. 
EDA  will  consider  and  include  as  part 
of  the  public  record  all  substantive 
comments  which  it  has  received  con¬ 
cerning  a^  item  listed  on  the  Depart¬ 
mental  agenda. 

Interested  persons  should  send  com¬ 
ments  on  this  draft  report  to: 

Assistant  Secretary  for  Economic  DevelcH>- 

ment,  Room  7800B,  DB.  Department  of 

Commerce.  Washington,  D.C.  20230. 

Dated: - 

Assutant  Secretary 
for  Economic  DevelopmenL 

Appendix  E— industry  and  Trade 
Administration 

POLICIES  AND  PROCEDURES  FOR  SIMPLICA- 

tion,  analysis,  and  review  of  regu¬ 
lations;  DRAFT  ORDER 

The  Industry  and  Trade  Administra¬ 
tion  (ITA)  is  responsible  for  develop¬ 
ing  Federal  policies  and  programs  for 
improving  and  expanding  the  econom¬ 
ic  and  industrial  strength  of  the  U.S. 
ITA  advises  the  Secretary  of  Com¬ 
merce  and  other  Government  officials 
on  international  economic  and  domes¬ 
tic  business  policy  matters,  conducts 
research  and  analysis,  and  formulates 
domestic  and  international  economic 
and  commercial  programs  on  trade,  fi¬ 
nance  and  investment. 

ITA  does  not  have  a  set  of  written 
procedures  for  developing  regulations. 
For  the  most  part  ITA  has  foUowed 
the  practice  of  issuing  draft  regula¬ 
tions  and  providing  for  a  period  of 
public  comment,  usually  of  30  days. 

In  accordance  with  Department  of 
Comm^ce  Administrative  Order  218-7 
and  Executive  Order  12044,  ITA’s 
draft  order.  Issuing  Regiilations, 
which  follows,  establishes  written  pro¬ 
cedures  for  the  development  of  regula¬ 
tions  which  will  Insure  the  fuU  partici¬ 
pation  of  the  public,  and  for  the  prep¬ 
aration  of  a  semi-annual  regulatory 
agenda.  The  draft  order  sets  forth  cri¬ 
teria  for  determining  which  ITA  regu¬ 
lations  are  significant  and,  of  those, 
which  require  regulatory  analyses.  In 
addition,  it  establishes  criteria  for  de¬ 
termining  when  existing  regulations 
shall  be  reviewed  and  what  factors 
shall  be  considered  in  that  review. 
(Industry  and  trade  administrative  order—] 
ISSUING  REGULATIONS 

Section  1.  Purpose. 

This  order  prescribes  the  procedures 
which  shall  M>Ply  in  implementing  Ex¬ 
ecutive  Order  12044  of  March  23.  1978, 
improving  Government  Regulations, 


and  Department  Administrative  Order 
218-7. 

Section  2.  Scope.  • 

.01  Except  as  provided  in  para- 
gnq)h  .02  of  this  section,  this  order  ap¬ 
plies  to  all  regulations  of  the  Industry 
and  Trade  Administration  published 
in  the  Federal  Register. 

.02  Unless  specifically  noted  to  the 
contrary,  this  order  does  not  apply  to 
regulations  exempted  by  Executive 
Order  12044  and  D.A.O.  218-7,  specifi¬ 
cally. 

a.  Regulations  issued  in  accordance 
with  the  formal  rulemaking  provisions 
of  the  Administrative  Procedure  Act  (5 
U.S.C.  556,  557); 

b.  Regulations  issued  with  respect  to 
a  military  or  foreign  affairs  fimction 
of  the  United  States; 

c.  Matters  related  to  agency  manage¬ 
ment  or  personnel; 

d.  Regulations  related  to  Federal 
Government  procurement;  or 

e.  Regulations  that  are  issued  in  re¬ 
sponse  to  an  emergency  or  which  are 
governed  by  short-term  (less  than  91 
days)  statutory  or  Judicial  deadlines. 

.03  Even  in  cases  where  the  exemp¬ 
tions  in  paragraph  .02  of  this  section 
apply,  regulations  will  be  developed,  to 
the  extent  practicable,  in  accordance 
with  the  requirements,  procedures  and 
intent  of  the  Executive  Order. 

Section  3.  Definitions. 

.01  Bureau  head.  As  used  in  this 
order,  bureau  head  means  the  head  of 
each  bureau  of  the  Industry  and , 
Trade  Administration,  and  persons ' 
serving  in  those  positions  in  an  acting 
capacity. 

.02  Regulationls).  As  used  in  this 
order,  regulation(s)  means  both  rules' 
and  regulations  issued  by  the  Industry 
and  Trade  Administration  including 
those  which  establish  conditions  for  fi¬ 
nancial  assistance.  Closely  related  sets 
of  regulations  shall  be  considered  to¬ 
gether. 

Section  4.  Significant  regulations. 

.01  Bureau  heads  shall  identify  a 
regulation  to  be  significant  if: 

a.  a  substantial  number  of  individ¬ 
uals.  businesses,  organizations.  State 
and  local  governments  would  be  af¬ 
fected  by  the  regulation; 

b.  The  compliance  and  reporting  re¬ 
quirements  of  the  regulation  are  likely 
to  be  excessive  and  interfere  with 
normal  business  practices  or  substan¬ 
tially  increase  paperwork  require¬ 
ments; 

c.  The  regulation  is  likely  to  have  a 
major  affect  directly  or  indirectly  on 
competition  within  the  marketplace; 

d.  The  regulation  would  be  likely  to 
have  a  measurable  inflationary  effect; 

e.  The  regulation  would  be  likely  to 
contribute  substantially  to  unemploy¬ 
ment; 

f.  The  regulation  would  be  likely  to 
reduce  UB.  exports  by  a  substantial 
amoimt; 
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g.  The  availability  of  material  and 
equipment  in  the  marketplace  would 
be  Increased  or  decreased  in  a  substan¬ 
tial  amount; 

h.  The  regulation  relates  in  an  im¬ 
portant  way  to  other  programs  and 
agencies  within  and  outside  of  the  In¬ 
dustry  and  Trade  Administration  and 
the  Department:  or 

i.  The  regulation  bears  an  Important 
relationship  to  major  Industry  and 
Trade  Administration  and  Depart¬ 
mental  policy  issues. 

.02  a.  Before  proceeding  to  develop 
significant  new  regulations  the  bureau 
head  shall  have  reviewed  the  issues  to 
be  considered,  the  alternative  ap¬ 
proaches  to  be  explored,  a  tentative 
plan  for  obtaining  public  comment 
where  applicable,  a  tentative  plan  for 
consultation  with  State  and  local  gov¬ 
ernments,  and  a  target  date  for  com¬ 
pletion  of  steps  in  the  development  of 
the  regulation. 

b.  The  bureau  head  shall  obtain  the 
approval  of  the  Assistant  Secretary 
for  Industry  and  Trade  of  any  propos¬ 
al  to  develop  significant  new  regula¬ 
tions. 

.03  The  Assistant  Secretary  for  In¬ 
dustry  and  Trade  shall  approve  signifi¬ 
cant  regulations  before  they  are  pub¬ 
lished  in  the  Federal  Register  in  final 
form.  Before  approving  significant  reg¬ 
ulations,  the  Assistant  Secretary  for 
Industry  and  Trade  will  be  satisfied 
that: 

a.  The  regulation  is  needed; 

b.  The  direct  and  indirect  effects  of 
the  regulation  have  been  adequately 
considered; 

c.  Alternative  approaches  to  regula¬ 
tions  and  among  various  types  of  regu¬ 
lations  have  been  considered  and  the 
least  burdensome  of  the  acceptable  al¬ 
ternatives  has  been  chosen; 

d.  Public  comments  (including  those 
from  State  and  local  governments) 
have  been  considered  and  an  adequate 
response  has  been  prepared; 

e.  The  regulation  is  written  in  simple 
and  clear  English  and  is  understanda¬ 
ble  to  those  who  must  comply  with  it; 

f.  An  estimate  has  been  made  of  the 
new  reporting  burdens  or  recordkeep¬ 
ing  requirements  necessary  to  carry 
out  the  regulation; 

g.  The  cost  to  the  Government  and 
to  the  public  have  been  assessed; 

h.  The  name,  address  and  telephone 
number  of  a  knowledgeable  official  is 
included  in  the  publication:  and 

i.  A  plan  for  periodically  evaluating 
the  effectiveness  of  the  regulation 
after  its  issuance  has  been  developed. 

.04  Regulations  which  are  not  sig¬ 
nificant  shaU  be  accompanied  by  a 
statement  to  that  effect  when  pub¬ 
lished  in  the  Federal  Register. 

Section  5.  Regulatory  analysis. 

.01  A  regulatory  analysis  shall  be 
prepared  for  each  significant  regula¬ 
tion  determined  to  have  potential 


major  economic  consequences  for  the 
general  economy,  for  individual  indus¬ 
tries,  geographic  regions,  levels  of  gov¬ 
ernment,  or  specific  elements  of  the 
population. 

.02  Bureau  heads  shall  determine 
which  significant  regulations  require 
regulatory  analysis.  While  these  offi¬ 
cials  should  be  guided  by  the  individu¬ 
al  needs  of  their  specific  programs  and 
may  require  an  analysis  for  any  pro¬ 
posed  regulation,  at  a  minimum  a  reg¬ 
ulatory  analysis  shall  be  prepared  for 
each  regulation  which: 

a.  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  in¬ 
creased  cost(s)  (direct  or  indirect)  to 
consumers,  businesses.  Federal,  and 
State  and  local  governments  exceeding 
$50  miUion; 

b.  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  in¬ 
creased  costs  (direct  or  indirect)  to 
either  consumers,  businesses,  or  levels 
of  governments  exceeding  $25  million; 

c.  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
increase  or  decrease  in  costs  or  prices 
of  five  percent  or  more  for  the  activi¬ 
ty,  product(s)  and/or  service(s)  affect¬ 
ed  by  the  proposed  regulation; 

d.  Can  be  expected  to  reduce  labor 
productivity  by  one  percent  or  more  in 
the  economic  activity  or  sector(s)  af¬ 
fected  by  the  regulation; 

e.  Can  be  expected  to  reduce  employ¬ 
ment  by  five  percent  or  more  in  the 
economic  activity  or  sector(s)  affected 
by  the  regulation; 

f .  Can  be  expected  to  result  in  a  one 
percent  or  more  decline  or  rise  in 
supply  or  consumption  of  materials, 
products  or  services,  in  the  activity  af¬ 
fected; 

g.  Can  be  expected  to  result  in  a 
clearly  identifiable  decline  in  domestic 
or  international  competition,  including 
such  factors  as  limitation  of  market 
entry,  restraint  of  market  information, 
or  other  impediments  to  the  function¬ 
ing  of  the  market  system;  or 

h.  Can  be  expected  to  redirect  sup¬ 
plies  of  material,  equipment,  products 
or  services  from  one  market  to  an¬ 
other  by  a  significant  amoimt. 

.03  A  regulatory  analysis  shall  also 
be  prepared  when: 

a.  The  Assistant  Secretary  for  Indus¬ 
try  and  Trade  determines  that  such  an 
analysis  should  be  performed;  or 

b.  The  Secretary  determines  that 
such  an  analysis  should  be  performed. 

.04  A  regulatory  analysis  must  in¬ 
volve  a  careful  examination  of  alterna¬ 
tive  approaches  early  in  the  decision¬ 
making  process.  Thus,  each  analysis 
must  include,  at  the  minimum: 

a.  A  succinct  statement  of  the  prob¬ 
lem; 

b.  A  description  of  the  major  alter¬ 
native  ways  of  dealing  with  the  prob¬ 
lems  that  were  considered;  and 

c.  An  analysis  of  the  economic  conse¬ 
quences  of  each  of  these  alternatives 


and  a  detailed  explanation  of  the  rea¬ 
sons  for  choosing  one  alternative  over 
the  others. 

.05  The  notice  of  proposed  rule- 
making  for  each  regulation  for  which 
a  regulatory  analysis  is  required  shall 
include: 

a.  An  explanation  of  the  regulatory 
approach  that  has  been  selected  or  is 
favored; 

b.  A  short  description  of  the  other 
alternatives  considered; 

c.  The  major  reason(s)  for  selecting 
or  favoring  a  particular  alternative; 
and 

d.  A  statement  of  how  the  public 
may  obtain  a  copy  of  the  draft  regula¬ 
tory  analysis. 

.06  a.  The  Assistant  Secretary  for 
Industry  and  Trade  shall  transmit  the 
draft  regulatory  analysis  along  with 
the  proposed  regulation  to  the  Chief 
Economist  for  review  and  comment  at 
least  15  days  prior  to  submission  of  a 
notice  of  proposed  rulemaking  to  the 
Federal  Register;  and 

b.  The  Assistant  Secretary  for  Indus¬ 
try  and  Trade  shall  inform  the  CThief 
Economist  as  early  as  possible  of  the 
nature  and  extent  of  the  analysis 
being  undertaken  to  assure  adequate 
opportunity  for  consultation  and  as¬ 
sistance. 

.07  Bureau  heads  shall  consider 
public  comments  on  their  regulatory 
analysis  and  prepare  a  final  regulatory 
analysis  to  be  made  available  when  the 
final  regulations  are  published.  Sig¬ 
nificant  public  comments  on  the  anal¬ 
ysis  shall  be  summarized  and  respond¬ 
ed  to  in  the  preamble  to  the  final  reg¬ 
ulation. 

.08  Regulatory  analyses  are  not  re¬ 
quired  in  rulemaking  proceedings 
pending  as  of  March  23,  1978,  if  an 
Economic  Impact  Statement  has  al¬ 
ready  been  prepared  in  accordance 
with  Executive  Order  11821  and  11949 
or  it  has  been  determined  that  such  a 
statement  was  not  needed. 

Section  6.  Review  of  Existing  Regula¬ 
tions. 

.01  Bureau  heads  shall  review  exist¬ 
ing  regulations  administered  by  their 
organization  at  least  every  four  years 
to  determine  whether  they  we  achiev¬ 
ing  the  policy  goals  of  Executive 
Order  12044  and  report  their  findings 
to  the  Assistant  Secretary  for  Indus¬ 
try  and  Trade. 

.02  Bureau  heads  shall  consider  the 
following  criteria,  among  other  things, 
in  reviewing  existing  regulations: 

a.  The  continued  need  for  the  regu¬ 
lation; 

b.  The  availability  of  alternative  ap¬ 
proaches  to  the  regulation; 

c.  The  type  or  number  of  complaints 
or  suggestions  received; 

d.  The  burdens  imposed  on  those  di¬ 
rectly  or  indirectly  affected  by  the 
regulation; 

e.  The  cost  to  the  Government  of  ad¬ 
ministration  of  the  regulation; 
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f.  The  need  to  simplify  or  clarify  lan- 
gua^; 

g.  The  need  to  eliminate  overlapping 
and  duplicative  regulations;  and 

h.  The  length  of  time  since  the  regu¬ 
lation  has  been  evaluated  or  the 
degree  to  which  technology,  economic 
conditions  or  other  factors  have 
changed  in  the  area  affected  by  the 
regulation. 

.03  Procedxires  for  review  of  exist¬ 
ing  regulations  shall,  at  a  minimum, 
contain  the  following  procedural  steps: 

a.  Inclusion  of  notice  of  the  review 
in  the  semi-annual  agenda  as  required 
by  section  7.02  of  this  order,  or  as  ap¬ 
propriate,  supplementation  of  the  De¬ 
partment  Agenda  and  notification  to 
the  Assistant  Secretary  for  Policy  as 
called  for  in  section  7.08  of  this  order, 

b.  A  determination  of  whether  the 
regulation  meets  the  criteria  estab¬ 
lished  for  identifying  significant  regu¬ 
lations: 

c.  If  the  regulation  is  determined  to 
be  significant,  approval  by  the  Assist¬ 
ant  Secretary  for  Industry  and  Trade 
as  called  for  in  section  4.02b  before 
proceeding  with  the  review; 

d.  A  determination  of  whether  the 
regulation  meets  the  criteria  estab¬ 
lished  for  determining  if  a  regulatory 
analysis  must  be  performed. 

e.  If  applicable,  the  preparation  of  a 
regulatory  analysis  in  accordance  with 
the  procedures  established; 

f.  If  the  review  results  in  a  determi¬ 
nation  that  a  regulation  should  be 
amended  or  rewritten,  compliance 
with  public  notice  and  participation 
requirements; 

g.  If  applicable.  Assistant  Secretary 
for  Industry  and  Trade  approval  of 
significant  regulations  before  final 
publication  in  the  Federal  Register  as 
set  forth  in  section  4.03  of  this  order. 

Section  7.  Regvlatory  Agenda. 

.01  No  later  than  December  1,  1978, 
and  every  six  months  thereafter,  each 
bureau  head  shall  provide  the  Senior 
Deputy  Assistant  Secretary  for  Indus¬ 
try  and  Trade  with  a  regulatory 
agenda. 

.02  Each  regulatory  agenda  shall 
include  the  following: 

a.  A  description  of  regulations  under 
development  or  being  considered  fojr 
development  to  include  to  the  extent 
feasible: 

1.  A  statement  of  whether  the  regu¬ 
lation  has  bem  determined  to  be  a  sig¬ 
nificant  regulation; 

2.  The  need  for  and  the  legal  basis 
for  the  acticm  being  taken; 

3.  A  statement  as  to  whether  or  not 
a  regulatory  analysis  will  be  required; 

4.  The  name  and  telephone  number 
of  a  knowledgeable  official  to  whom 
comments  on  the  planned  regulation 
may  be  addressed; 

5.  A  listing  of  the  major  issues  likely 
to  be  considered  in  developing  the  reg¬ 
ulation; 
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6.  A  tentative  plan  for  obtaining 
public  comment  and  where  applicable, 
a  tentative  plan  for  consulting  with 
State  and  local  governments; 

7.  Proposed  dates  for  the  completion 
of  steps  in  the  development  process; 
and 

8.  Information  of  the  status  of  all 
new,  significant  regulations  listed  in 
previous  agendas  until  such  time  as 
these  regulations  are  published  as 
final  in  the  Federal  Register. 

b.  A  list  of  existing  regulations 
scheduled  to  be  reviewed,  including 
the  name  and  telephone  number  of  a 
knowledgeable  official  for  each  such 
regulation; 

c.  Information  on  the  status  of  exist¬ 
ing  regulations  previously  scheduled 
for  review;  and 

d.  A  list,  including  the  date  and  Fed¬ 
eral  Register  citation,  of  all  final  reg¬ 
ulations  published  in  the  federal  Reg¬ 
ister  during  the  previous  six  months. 

.03  The  Senior  Deputy  Assistant  Sec¬ 
retary  for  Industry  and  Trade  shall 
review  all  bureau  head  agendas  and. 
after  consultation  with  such  Industry 
and  Trade  Administration  officials  as 
may  be  deemed  appropriate,  recom¬ 
mend  to  the  Assistant  Secretary  for 
Industry  and  Trade: 

a.  Which  regulations  not  determined 
to  be  significant  by  the  bureau  heads 
should  be  treated  as  significant; 

b.  Which  of  the  new  regulations 
under  development  or  being  consid¬ 
ered  for  development  should  be 
brought  to  the  attention  of  the  Secre¬ 
tary  prior  to  being  published  in  the 
Federal  Register  in  final  form;  and 

c.  In  addition  to  those  identified  by 
the  bureau  head,  which  new  regula¬ 
tions  imder  development  or  being  con¬ 
sidered  for  development  require  a  reg¬ 
ulatory  analysis. 

.04  The  Senior  Deputy  Assistant  Sec¬ 
retary  for  Industry  and  Trade  shall 
advise  bureau  heads  of  the  decisions 
made  by  the  Assistant  Secretary  for 
Industry  and  Trade  with  respect  to 
these  recommendations. 

.05  Using  the  bureau  head  agendas, 
as  modified  by  the  Assistant  Secretary 
for  Industry  and  Trade,  the  senior 
Deputy  Assistant  Secretary  for  Indus¬ 
try  and  Trade  shall  prepare  an  overall 
Industry  and  Trade  Administration 
agenda.  This  agenda,  after  approval  by 
the  Assistant  Secretary  for  Industry 
and  Trade,  shall  be  submitted  to  the 
Assistant  Secretary  for  Policy  by  Jan¬ 
uary  15,  1979,  and  every  six  months 
thereafter. 

.06  The  Industry  and  Trade  Adminis¬ 
tration  agenda  shall  include  the  infor¬ 
mation  required  by  section  .02  above. 

.07  Supplements  to  the  Department 
Agenda  may  be  published  whenever  it 
becomes  apparent  that  development 
or  review  of  significant  regulations  not 
listed  in  the  previous  Department 


Agenda  will  commence  before  the  pub¬ 
lication  of  the  next  Department 
Agenda;  or  development  or  review  of  a 
regulation  listed  in  the  previous  De¬ 
partment  Agenda  will  not  commence 
as  scheduled.  ^ 

.08  Bureau  heads  will  notify  the  As¬ 
sistant  Secretary  for  Industry  and 
Trade,  who  will  in  turn  immediately 
notify  the  Assistant  Secretary  for 
Policy  whenever  it  becomes  apparent 
that  development  or  review  of  regula¬ 
tions  not  listed  in  the  previous  Depart¬ 
ment  Agenda  will  commence  before 
publication  of  the  next  Department 
Agenda  or  development  or  review  of  a 
regulation  listed  in  the  previous  De¬ 
partment  Agenda  will  commence  as 
scheduled. 

Section  8.  Public  Participation. 

.01  The  public  shall  be  given  an  early 
and  meaningful  opportunity  to  partici¬ 
pate  in  the  development  of  the  regula¬ 
tions  of  the  Industry  and  Trade  Ad¬ 
ministration. 

.02  Bureau  heads  shall  consider  a  va¬ 
riety  of  ways  to  provide  this  opportu¬ 
nity,  including,  but  not  limited  to: 

a.  Publishing  an  advance  notice  of 
proposed  rulemaking; 

b.  Holding  open  conferences  or 
public  hearings; 

c.  Sending  notices  of  proposed  regu¬ 
lations  to  publications  likely  to  be  read 
by  those  affected: 

d.  Notifying  interested  parties  di¬ 
rectly;  and 

e.  Providing  for  more  than  one  cycle 
of  public  comments. 

.03  If  none  of  the  methods  listed  in 
paragraph  .02  of  this  section  are  used 
in  a  particular  rulemaking  covered  by 
this  order,  the  preamble  accompany¬ 
ing  the  final  regulation  shall  briefly 
explain  the  reasons  and  indicate  what 
other  steps  were  taken  to  assure  ade¬ 
quate  opportunity  for  public  participa¬ 
tion. 

.04  The  public  shall  be  given  at  least 
60  days  to  comment  on  proposed  sig¬ 
nificant  regulations.  Elxceptions  to  this 
requirement  may  be  granted  only  by 
the  Assistant  Secretary  for  Industry 
and  Trade  and  only  in  those  few  in¬ 
stances  where  it  is  determined  that  it 
is  not  possible  to  comply.  When  an  ex¬ 
ception  is  made  the  regulation  shall  be 
accompanied  by  a  brief  statement  of 
the  reasons  for  a  shorter  time  period. 

.05  In  instances  when  regulations 
exempted  by  sections  2.02  (b)  and  (e) 
of  this  order  do  not  comply  with  the 
procedures  set  forth  in  this  order, 
their  publication  in  the  Federal  Reg¬ 
ister  shall  be  accompanied  by  a  state¬ 
ment  of  the  reasons  why  the  proce¬ 
dures  of  this  order  could  not  be  fol¬ 
lowed.  This  statement  shall  include 
the  name  of  the  policy  official  respon¬ 
sible  for  the  determination. 

.06  Regulations  exempted  by  section 
2.02  (b)  or  (e)  of  this  order  shall  be 
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issued  in  interim  form  only.  Federal 
Register  publication  of  these  regula¬ 
tions  will  provide  for  a  public  com¬ 
ment  period  of  at  least  60  days  and  re¬ 
publication  in  final  form  after  public 
comments  have  been  considered  and 
appropriate  modifications,  if  any. 
made. 

ITA  Is  considering  for  initial  review 
the  following  regulations: 

ReffiUation,  CFR  Citation,  and  Contact 
Point 

Export  Administration  Regulations  Corn- 
mod^  Control  List  and  Related  Matters, 
15  CFR  399,  Rauer  Meyer,  202-377-4293. 
Operation  of  the  priorities  and  allocations 
systems  between  Canada  and  the  United 
States  (DPS  Reg.  2),  32A  CFR  652,  Robert 
Francis,  202-377-4506. 

Compliance  and  enforcement  procedures 
(DPS  Reg.  3).  32 A  CFR  653,  Robert  Fran¬ 
cis,  202-377-4506. 

Instruments  and  Apparatus  for  Educational 
and  Scientific  Institutions,  15  CPU  301, 
Richard  Seppa,  202-377-2925. 

China  Trade  Act  Corporations.  15  CFR  363, 
Harry  Stringer,  202-377-3647. 

Joint  Export  Associations,  15  CFR  366, 
Samuel  Orrata,  202-877-4577. 
Determination  of  Bona  Fide  Motor-Vehicle 
Manufacturers,  15  CFR  815,  Edward 
Smith,  202-377-4338. 

Foreign-Trade  Zones  Board  (Administrative 
support  is  provided  to  the  Foreign-Trade 
Zones  Board  staff  by  ITA),  15  CFR  400, 
John  DaPonte,  202-377-2862. 

Public  comments  received  on  this 
draft  report  during  the  next  60  days 
will  be  considered  in  preparing  a  re¬ 
vised  report  for  submission  to  the 
Office  of  Management  and  Budget  for 
approval  before  final  publication  in 
the  Federal  Register. 

Comments  should  be  submitted  to: 
Industry  and  Trade  Administration. 
Freedom  of  Information  Records  In¬ 
spection  Facility,  Room  3012,  Main 
Building,  U.S.  Department  of  Com¬ 
merce,  14th  Street  and  Constitution 
Avenue  NW.,  Washington,  D.C.  20230. 

Requests  for  further  information 
should  be  directed  to:  Christy  Carpen¬ 
ter,  Office  of  the  Assistant  Secretary, 
Industry  and  Trade  Administration, 
202-377-5091;  or  lain  Baird.  Bureau  of 
Trade  Regulation,  Industry  and  Trade 
Administration.  202-377-5274. 


NOTICES 

Appendix  F— Maritime 
Administration  (Marad) 
draft  report— process  for  DEVa.OPING 
REGULATIONS 

Present  Process  for  developing  regula¬ 
tions. 

Marad's  principal  programs  are  pro¬ 
motional  (grants  or  contracts),  o^ re¬ 
lated  to  national  defense,  and  have  not 
been  subject  to  the  notice  of  proposecl 
rulemaking  requirements  of  the  Ad¬ 
ministrative  Procedure  Act  (5  U.S.C. 
553).  As  a  matter  of  practice.  Marad 
has  published  a  notice  of  proposed  ru¬ 
lemaking  in  the  Federal  Register, 
and  has  usually  allowed  at  least  30 
days  for  the  submission  of  written 
comments  by  all  interested  parties 
with  respect  to  new  regulations  or 
amendments  to  existing  regulations 
which  we  consider  to  be  important.  An 
exception  to  this  practice  has  occurred 
where  observance  of  such  notice  re¬ 
quirements  would  defeat  principal  ob¬ 
jectives  of  the  new  or  amended  regula¬ 
tions.  However,  Marad  has  rarely  en¬ 
gaged  in  final  rulemaking  without 
prior  consultation  with  parties  who 
will  be  directly  affected. 

Marad  presently  has  no  uniform 
policy  for  the  development  of  regula 
tions  or  the  review  of  existing  regula¬ 
tions.  With  resi>ect  to  regulations 
which  implement  our  principal  pro¬ 
grams.  development  or  revision  of  reg¬ 
ulations  has  usually  resulted  from  rec¬ 
ognition  of  operational  problems  by 
Marad  Offices  responsible  for  adminis¬ 
tering  these  programs  or  from  com¬ 
plaints  received,  either  from  partici¬ 
pants  in  the  programs  or  from  others 
affected  by  such  regulations.  Where 
important  new  regulations  or  major 
revisions  of  such  regulations  are  to  be 
drafted  pursuant  to  requirements  im¬ 
posed  by  legislation,  a  committee  has 
usually  been  selected,  comprised  of 
staff  members  involved  in  program  ad¬ 
ministration  and  an  attorney  in  the 
Office  of  General  Counsel,  which 
meets  regularly  to  consider  and  draft 
the  proposed  regulation.  With  respect 
to  most  other  efforts  in  developing 
regulations,  draft  proposals  are  initiat¬ 
ed  by  Offices  concerned  with  program 
administration  and  are  submitted  to 
the  Office  of  General  Counsel  for 
review.  Discretion  is  exercised  as  to  so¬ 
liciting  the  views  of  interested  persons 
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before  publication  of  the  notice  of 
final  rulemaking  in  the  Federal  Regis¬ 
ter. 

Proposed  revised  procedure  for  devel¬ 
oping  regulations. 

Marad  proposes  to  establish  a  uni¬ 
form  procedure  for  developing  regula¬ 
tions  and  will  comply  with  the  require¬ 
ments  of  Department  of  Commerce 
Administrative  Order  218-7  (DAO- 
218-7).  Prior  to  considering  in  depth  a 
proposal  from  any  source  for  issuing  a 
new  or  revised  regulation  or  set  of  reg¬ 
ulations.  the  Director  of  the  Office 
with  a  principal  responsibility  for  ad¬ 
ministering  the  program  to  which  the 
regulation  relates  shall  prepare  a  brief 
memorandum  to  the  appropriate  As¬ 
sistant  Administrator,  with  copies  to 
the  Deputy  Assistant  Secretary  for 
Maritime  Affairs  and  to  the  General 
Counsel.  This  memorandum  shall  de¬ 
scribe  the  background  of  the  proposal, 
the  objectives  of  the  regulation,  alter¬ 
native  approaches  to  accomplish  these 
objectives,  an  assessment  of  its  poten¬ 
tial  economic  impact,  a  tentative  plan 
for  obtaining  public  comment  and 
target  dates  for  completion  of  steps  in 
the  development  of  the  regulation. 
The  Assistant  Administrator,  with  the 
concurrence  of  the  Deputy  Assistant 
Secretary  and  the  General  Counsel, 
shall  make  a  preliminary  determina¬ 
tion  as  to  whether  the  regulation  is 
“significant"  (applying  criteria  set 
forth  below),  so  as  to  be  subject  to  re¬ 
quirements  of  provisions  in  sections  2 
or  3  of  Executive  Order  12044. 

Significant  regulations  shall  be  pub¬ 
lished  in  the  P^eral  Register,  allow¬ 
ing  all  interested  persons  at  least  60 
days  (except  where  circumstances  to 
be  described  in  the  notice  make  a 
shorter  period  necessary)  to  submit 
written  comments.  With  respect  to  all 
significant  regulations.  Marad  shall 
consider  utilizing  other  publications  to 
advise  interested  persons  of  proposed 
rulemaking,  as  well  as  for  giving  ad¬ 
vance  notice  of  such  proposed  rule- 
making. 

If  these  officials  determine  that  the 
regulation  is  significant,  they  shall 
recommend  that  the  Assistant  Secre¬ 
tary  for  Maritime  Affairs  (Assistant 
Secretary)  designate  those  Offices  (in¬ 
cluding  the  Office  of  General  Counsel) 
to  be  represented  on  a  committee 


FEOCRAL  REGISTER,  VOL  43,  NO.  104— TUESDAY,  MAY  30,  197R 


23184 


NOTICES 


whlcb  Bhall  evaluate  the  pitqTOsal  and 
shall  draft  proposed  regulations, 
where  such  action  is  considered  appro¬ 
priate.  Should  a  determination  be 
made  that  the  proposal  does  not  in¬ 
volve  a  significant  regulation,  the  staff 
of  the  Office  Director  initiating  the 
action  shall  be  responsible  for  develop¬ 
ing  such  regulation  with  assistance 
from  the  Office  of  General  Coimsel. 
Consideration  shall  be  given  to  solicit¬ 
ing  public  comment,  through  publica¬ 
tion  or  other  channels  of  communica¬ 
tion,  of  regulations  that  have  been  de¬ 
termined  not  to  be  significant. 

Every  determination  with  respect  to 
whether  or  not  a  regulation  is  signifi¬ 
cant  and  the  basis  for  such  determina¬ 
tion.  using  criteria  described  herein¬ 
after,  shall  be  included  in  a  memoran¬ 
dum  to.  and  shaU  be  subject  to  the  ap¬ 
proval  of  the  Assistant  Secretary.  The 
Assistant  Secretary  shall  approve  all 
significant  regulations  prior  to  their 
publication  in  the  Federal  Register, 
after  determining  that: 

(1)  The  regulation  is  needed; 

(2)  Its  direct  and  indirect  effects 
have  been  adequately  considered; 

(3)  Alternative  approaches,  have 
been  considered  and  the  least  burden¬ 
some  acceptable  alternative  has  been 
selected; 

(4)  Comments  have  been  solicited 
from  interested  persons  where  appro¬ 
priate  (including  State  local  govern¬ 
ment)  and  have  been  adequately  con¬ 
sidered  and  acknowledged  responsive¬ 
ly; 

(5)  The  regulation  is  written  in 
manner  that  should  be  comprehensi¬ 
ble  to  those  subject  to  its  require¬ 
ments; 

(6)  An  estimate  has  been  made  of 
any  new  reporting  or  recordkeeping 
requirements  imposed  by  the  rela¬ 
tion; 

(7)  The  name,  address  and  telephone 
number  of  a  knowledgeable  official,  to 
whom  inquiries  and  suggestions  about 
the  propased  regulation  may  be  sub¬ 
mitted,  is  included  in  the  publication; 
and 

(8)  A  plan  has  been  developed  for 
evaluating  the  regulation  after  its  issu¬ 
ance. 

Regulations  which  are  not  significant 
shall  be  accompanied  by  a  statement 
to  that  effect  when  published  in  the 
Federal  Register. 

Semiannually,  in  January  and  July, 
Marad  will  prepare  and  submit  for  De¬ 
partment  approval  a  regulatory 
agenda  which  describes  regulations 
under  development  or  being  consid¬ 
ered,  which  will  include  the  informa¬ 


tion  required  in  section  7.02  of  DAO 
218-7. 

Criteria  for  significant  regulations. 

Significant,  within  the  scope  of  sec¬ 
tion  2  of  Executive  Order  12044, 
means  a  regulation  that; 

(1)  Is  required  by  law  to  implement 
provisions  thereof  relating  to  the  oper¬ 
ation  of  any  major  Marad  programs, 
including,  but  not  limited  to  financial 
assistance  for  vessel  construction  or 
operations,  reservation  of  cargo  for 
United  States  vessels,  vessel  insurance, 
citizenship  requirements  and  matters 
relating  to  the  United  States  Mer¬ 
chant  Marine  Academy  and  State 
Maritime  Academies; 

(2)  Is  expected  to  have  major  eco¬ 
nomic  consequences  on  the  general 
economy  or  have  a  substantial  impact 
on  levels  of  production  or  employ¬ 
ment,  either  at  the  national  level  or  in 
any  geographic  area,  of  U.S.  shipbuild¬ 
ers,  vessel  operators,  port  facility  oper¬ 
ators,  or  related  industries  or  seg¬ 
ments  thereof; 

(3)  Overlaps  or  has  a  substantial 
effect  on  regulations  in  effect  or  func¬ 
tions  of  another  Federal  or  State  gov¬ 
ernmental  body;  or 

(4)  Is  considered  by  the  Assistant 
Secretary  to  involve  an  important 
matter  on  which  there  is  current  sub¬ 
stantial  public  interest  or  controver¬ 
sy). 

Criteria  for  regulatory  analysis. 

The  committee  responsible  for  devel¬ 
oping  a  significant  regulation  or  set  of 
regulations  shall  submit  a  copy  of  a 
summary  of  the  problems  and  possible 
courses  of  action  to  the  Office  of 
Policy  and  Plans  for  an  evaluation  of 
the  probable  economic  impact  of  the 
regulation  upon  the  general  economy, 
individual  industries,  geographical  re¬ 
gions  or  levels  of  Government.  The 
Office  of  Policy  and  Plans  shall  issue 
an  opinion,  subject  to  the  approval  of 
the  Assistant  Secretary,  as  to  whether 
the  proposed  regidation  may  have 
major  economic  consequences  of  any 
type  upon  the  United  States  economy, 
any  segment  of  industry  or  any  level 
of  Government.  If  a  determination  is 
made  that  there  may  be  major  eco¬ 
nomic  consequences,  a  Regrulatory 
Analysis  shall  be  prepared.  The  draft 
Regulatory  Analysis  shall  be  made 
available  for  public  inspection,  and 
reference  thereto  shall  be  made  in  the 
notice  of  proposed  rulemaking  with  re¬ 
spect  to  any  regulation  if: 

(1)  During  any  one  year  of  its  exis¬ 
tence,  it  can  be  expected  to  result  in 
an  effect  (direct  or  indirect)  on  the  na¬ 
tional  economy  of  $50  million  or  more; 


(2)  During  any  one  year  of  its  exis¬ 
tence,  it  can  be  expected  to  result  in 
an  effect  (direct  and  indirect)  exceed¬ 
ing  $25  million  in  the  economy  of  any 
State; 

(3)  It  can  be  expected  to  produce  at 
least  a  5  percent  reduction  in  the  level 
of  activity  or  employment  in  the  U.S. 
shipbuilding  industry,  the  U.S.  ship 
operating  industry,  or  the  U.S.  port  in¬ 
dustry; 

(4)  It  can  be  expected  to  produce  at 
least  5  percent  reduction  in  the  level 
of  industrial  activity  or  employment  in 
any  local  area  (e.g.,  city,  coimty,  port 
authority  region); 

(5)  It  can  be  expected  to  produce  at 
least  a  10  percent  reduction  in  the  U.S. 
tax  revenues  derived  from  the  ship¬ 
building,  ship  operating,  or  port  indus¬ 
try;  or 

(6)  During  any  one  year  of  its  exis¬ 
tence,  it  can  be  expected  to  result  in 
an  increase  of  cost  of  price  of  5  per¬ 
cent  or  more  for  the  specific  maritime 
service(s)  affected  by  its  provisions. 

Each  draft  Regulatory  Analysis 
shall  include— 

(1)  A  succinct  statement  of  the 
reason  for  issuing  the  regulation; 

(2)  Major  alternatives  to  the  regula¬ 
tion  that  have  been  considered; 

(3)  An  analysis  of  the  respective  eco¬ 
nomic  consequences  of  the  regulaticm 
and  alternative  approaches;  and 

(4)  A  detailed  explanation  of  the 
reasons  for  choosing  the  altmiative 
favored  or  selected. 

Review  of  existing  regulations. 

Each  Marad  Office,  which  has  a 
principal  function  of  administering 
programs  to  which  existing  regula¬ 
tions  relate,  shall  systematically 
review  each  regulation  to  determine 
its  effectiveness.  A  review  of  all  exist¬ 
ing  regulations  shall  be  completed  by 
the  end  of  calendar  year  1979.  In  de¬ 
termining  the  priorities  of  review,  the 
criteria  proposed  by  the  Assistant  Sec¬ 
retary  for  principal  consideration  are: 

(1)  Whether  the  regulation  has  been 
reviewed  within  the  preceding  five 
years; 

(2)  If  there  is  a  substantial  questiim 
of  the  continuing  need  for  regrulations 
in  any  area  of  agency  activity; 

(3)  Receipt  of  complaints  from  other 
agencies.  State  or  local  governments 
or  the  public; 

(4)  Recognition  by  program  adminis¬ 
trators  of  the  need  for  simplification, 
clarification,  consolidation  with  other 
existing  regulations,  or  elimination  of 
conflicts  with  Marad  regulations  or 
those  of  other  governmental  agencies. 

Marad  presently  is  considering  an 
initial  review  of  the  regulations  de¬ 
scribed  below: 
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Subiect  and  regulations 

Temporary  removal  of  prohibition  of  vessels 
built  with  construction-differential  subsi¬ 
dy  (CDS)  from  carrying  oil  from  Alaska  in 
the  domestic  trade,  46  CFR  Part  250. 
Conservative  Dividend  Policy— Restriction 
on  the  payment  of  dividends  by  vessel  op¬ 
erators  receiving  operating  differential 
subsidy  (ODS),  46  (TFR  Part  283. 

ODS  for  bulk  cargo  vessels  engaged  in 
worldwide  services — essential  service  and 
U.S.  foreign  service  requirement,  46  CFR 
Part  252.21. 

Regulations  governing  awards  of  ODS— 
Agreements  and  payments  of  ODS,  46 
CFR  Part  280. 

Application  for  CDS;  applications  under  sec¬ 
tions  804,  805  (a)  and  (d)  and  605(b)  Mer¬ 
chant  Marine  Act,  1936  for  waivers  of  re¬ 
strictions  imposed  on  vessel  operators  re¬ 
ceiving  ODS,  46  CFR  Part  251.1,  251.21. 
Fair  and  reasonable  rates  for  the  transpor- 
tatlon  of  preference  cargoes  by  vessels,  46 
CFR  Part  254  (new). 

Ouarantees  of  obligations  issued  to  finance 
vessel  construction,  46  CFR  Part  298. 

War  Risk  Insurance  where  insurance  not 
available  from  conventional  sources,  46 
CFR  Part  308. 

ODS — carriage  of  grain  to  USSR— determi¬ 
nation  of  subsidy;  abatement  of  subsidy, 
46  CFR  Part  294.7,  294.9. 

Regulations  for  UJS.  Maritime  Service,  a 
voluntary  organization  to  train  U.S.  citi¬ 
zens  for  service  on  U.S.  merchant  vessels. 
46  CFR  Part  310,  Subpart  B. 

Any  inquiries  about  the  procedure 
described  herein  or  the  regulations 
proposed  for  review  should  be  directed 
to  Richard  P.  Knutsen,  Assistant  Gen¬ 
eral  Counsel  for  Legislation  and  Regu¬ 
lations,  Maritime  Administration. 
Washington,  D.C.  20230,  telephone 
202-377-3159. 

Appendix  O— National  Fire  Preven¬ 
tion  AND  Control  Administration 

[45  CFR  Part  20121 

promulgation  and  review  op  national 
FIRE  prevention  AND  CONTROL  ADMIN¬ 
ISTRATION  REGULATIONS 

AGENCY:  National  Fire  Prevention 
and  Control  Administration. 

ACTION:  Notice  of  proposed  rulemak¬ 
ing. 

SUMMARY:  The  Administrator  of  the 
National  Fire  Prevention  and  Control 
Administration  (NFPCA)  is  authorized 
and  directed  by  the  Federal  Fire  Pre¬ 
vention  and  Control  Act  of  1974  (Pub. 
L.  93-498,  88  Stat.  1535,  15  U.S.C.  2201 
et  seq.,  278  f,  42  U.S.C.  290(a)),  “the 
Act”,  to  carry  out  certain  fire  preven¬ 


tion  and  control  programs.  Section 
21(b)  of  the  Act  authorizes  the  Admin¬ 
istrator  to  “establish  such  rules,  regu¬ 
lations  and  procedures  as  are  neces¬ 
sary  to  carry  out  the  provisions  of 
[the]  Act.”  To  carry  out  his  responsi¬ 
bilities  under  the  Act,  the  Administra¬ 
tor  has  found  it  necessary,  and  will 
likely  find  it  necessary,  to  issue  rules 
and  regulations.  This  rule  sets  out  the 
procedures  by  which  such  regulations 
will  be  ipromulgated.  it  further  pro¬ 
vides  for  the  review  of  existing  regula¬ 
tions,  on  a  continuing  basis. 

Subpart  A  of  the  rule  contains  the 
purpose,  scope  and  definitions.  Sub¬ 
part  B  of  the  rule  sets  out  the  method 
and  the  procedure  for  issuing  regula¬ 
tions.  Subpart  C  establishes  the  cir¬ 
cumstances  under  which  a  regulatory 
analysis  shall  be  a(x:omplished  and  the 
procedure  for  such  an  analysis.  Sub¬ 
part  D  establishes  the  procedure  for 
the  review  of  existing  regulations  and 
for  the  preparation  of  a  regulatory 
agenda  (to  include  a  listing  of  pro¬ 
posed  regulations,  and  a  schedule  for 
review  of  existing  regulations).  Sub¬ 
part  E  contains  some  general  adminis¬ 
trative  provisions. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Joseph  A.  Moreland.  Chief  Counsel. 
National  Fire  Prevention  and  Con¬ 
trol  Administration,  U.S.  Depart¬ 
ment  of  Commerce,  P.O.  Box  19518, 
Washington.  D.C.  20036,  telephone 
202-632-9685. 

SUPPLEMENTARY  INFORMATION: 
On  March  23,  1978,  the  President 
signed  Executive  Order  12044,  “Im¬ 
proving  Government  Regulations”. 
The  policies  of  that  Executive  Order, 
the  Department  of  Commerce,  and 
this  rule  are:  the  promulgation  of  only 
those  regulations  which  are  necessary 
the  provision  for  maximum  public  par¬ 
ticipation  in  regulatory  affairs,  the 
continuous  review  of  existing  regula¬ 
tions.  and  the  special  analysis  of  sig¬ 
nificant  regulations. 

To  comply  with  Section  5  of  Execu¬ 
tive  Order  12044,  the  following  infor- 
mation  is  provided: 

NFPCA  has  not  published  a  detailed 
system  for  the  promulgation  of  regula¬ 
tions.  Nonetheless,  it  has  followed  pro¬ 
cedures  consistent  with  the  notice  and 
comment  rulemaking  requirements  of 
the  Administrative  Procedure  Act.  In 
one  rulemaking,  a  Notice  of  Proposed 


Rulemaking  was  published  with  a 
ninety-day  comment  period.  Com¬ 
ments  were  received  and  the  final  pub¬ 
lication  occurred  several  months  later. 

In  the  second,  more  complex  rule- 
making,  NFPCA  followed  a  distinctly 
different  process.  Extensive  consulta¬ 
tions  were  held  with  and  correspon¬ 
dence  exchanged  between  the  Office 
of  the  Chief  Counsel.  NFPCA,  the 
General  Counsel  of  the  Department  of 
Commerce,  the  General  Counsel  of 
the  Department  of  Treasury,  and  the 
Office  of  Legal  Counsel,  Department 
of  Justice.  After  the  consultation  and 
review,  a  Notice  of  Proposed  Rulemak¬ 
ing  was  published  with  a  sixty-day 
comment  period.  Simultaneously,  the 
draft  regulations  were  submitted  to 
the  State  Fire  Marshals,  the  State  At¬ 
torneys  General,  the  Mayors  of  some 
of  the  largest  cities  of  each  state,  the 
heads  of  the  legal  staff  of  many  feder¬ 
al  agencies,  and  safety  officers  within 
some  federal  agencies.  During  the 
comment  period,  meetings  were  held 
with  fire  service  officials  in  several 
states,  with  fire  service  officials  em¬ 
ployed  by  federal  agencies,  and  inquir¬ 
ies.  via  telephone  and  the  mails,  were 
responded  to.  The  comments  were  re¬ 
viewed  and  the  final  regulations  were 
published  in  the  Federal  Register 
and  were  soon  thereafter  published  in 
the  agency  newsletter,  FOREWORD, 
which  is  distributed  free  of  charge  to 
over  20,000  fire  service,  academic,  and 
governmental  personnel. 

Subpart  B.  which  sets  forth  a  new 
process  for  developing  and  reviewing 
regulaltions,  is  published  below  for 
comments  to  be  consistent  with  Execu¬ 
tive  Order  12044  and  departmental 
regulations.  Under  the  new  pr(x:ess.  45 
CFR  Part  2010,  “Reimbursement  for 
Costs  of  Firefighting  on  Federal  Prop¬ 
erty”,  and  45  CFR  Part  2011,-  “Public 
Safety  Awards  to  Public  Safety  Offi¬ 
cers”,  are  to  be  reviewed  first. 

To  carry  out  the  policies  of  the  Ex¬ 
ecutive  Branch  as  announced  in  Ex¬ 
ecutive  Order  12044,  applicable  regula¬ 
tions  of  the  Department  of  Commerce 
and  the  policies  of  the  Administrator. 
NFPCA,  Title  45  of  the  Code  of  Feder¬ 
al  Regulations  is  amended  by  estab¬ 
lishing  a  new  Part  2012,  as  follows: 

Swbpart  A — PvrpoM,  Scop*.  Ocfinifiom 

Sec. 

2012.01  Purpose. 

2012.02  Scope. 
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^io3  Definitioas. 

Iwhpfl  I  Iwwliig  ■•gutaHoM 

3012.11  Advanced  notice  of  proposed  rule- 
making  and  public  participation. 

2012.12  Agency  head  oversight  before  de¬ 
veloping  new  regulations. 

2012.13  Notice  of  proposed  rulemaking. 

2012.14  Agency  head  approval  before  issu¬ 
ing  final  regulations. 

Sulipwt  C  Ksgulotery  Awotyili  •#  Ksguloliom  with 
Major  Etowooilc  ContoeMoncot 

2012.21  Determination  of  need  for  regula¬ 
tory  analysis. 

2012.22  Contents  of  regulatory  analysis. 

2012.23  Procedure  for  regulatory  analysis. 

luhport  D  Agonda  of  Eropcood  logolatiom  and 
koviow  of  ExMing  kogulaMon* 

2012.31  Agenda  of  proposed  regulations. 

2012.32  Review  of  existing  regulations. 

Sohpoft  E — Oonorol  Adodniitrotivo  ProvWoM 

2012.41  Changes  to  this  rule. 

2012.42  E^ffects  of  other  laws. 

Aitthoritt:  Section  21(bKS),  Pub.  L.  93- 
498.  88  Stat.  1535  (15  U.S.C.  2218(bK5))  and 
Executive  Order  12044.  “Improving  Govern¬ 
ment  Regulations"  (March  23.  1978). 

Subpart  A — Purpose,  Scope,  DefinHions 

§  2012.01  Purpose. 

(a)  On  March  23,  1978,  the  President 
issued  Executive  Order  12044,  “Im¬ 
proving  Government  Regulations” 
which  requires  that  regulations  shall 
not  impose  imnecessary  burdens  on 
the  economy,  on  individuals,  on  public 
or  private  organizations  or  on  State 
and  local  governments.  The  Executive 
Order  requires  that  regulations  shall 
be  developed  by  a  process  that  insures 
that: 

(1)  The  need  for  and  purposes  of  the 
regulation  are  clearly  established: 

(2)  Heads  of  agencies  and  policy  offi¬ 
cials  exercise  effective  oversight; 

(3)  Opportunity  exists  for  early  par¬ 
ticipation  and  comment  by  other  Fed¬ 
eral  agencies.  State  and  local  govern¬ 
ments,  businesses,  organizations  and 
individual  members  of  the  public; 

(4)  Meaningful  alternatives  are  con¬ 
sidered  and  analyzed  before  the  regu¬ 
lation  is  issued;  and 

(5)  Compliance  costs,  paperwork  and 
other  burdens  on  the  public  are  mini¬ 
mized. 

(b)  It  is  the  policy  of  the  National 
Fire  Prevention  and  Control  Adminis¬ 
tration,  as  determined  by  the  Adminis¬ 
trator,  NFPCA,  that  NFPCA  regula¬ 
tions  shall  be  imposed  only  where  nec¬ 
essary  and  after  the  maximum  feasible 
participation.  It  is  also  the  purpose  of 
these  rules  to  establish  a  (X)ntinuous 
review  of  existing  regulations. 

§2012.02  Scope. 

This  rule  applies  to  all  rulemaking 
pursuant  to  Section  1  of  the  Adminis¬ 
trative  Procedure  Act  (5  U.S.C.  553) 
and  to  regulations  which  establish 
conditions  for  financial  assistance. 


NOTICES 

This  rule  does  not  apply  be  regula¬ 
tions  issued  in  accordance  with  5 
UJ5.C.  556  and  557,  to  matters  related 
to  agency  management  or  personnel, 
and  to  regulations  that  are  issued  in 
response  to  an  emergency  or  which  are 
governed  by  short-term  statutory  or 
judicial  deadlines.  In  these  cases,  the 
head  of  the  agency  shall  publish  in 
the  Federal  Register  a  statement  of 
the  reasons  why  it  is  impracticable  or 
contrary  to  the  public  interest  for  the 
agency  to  follow  the  procedures  of 
these  regulations.  The  statement  shall 
include  the  name  of  the  policy  official 
responsible  for  this  determination. 

§  2012.03  Definitions. 

The  “Act”  means  the  Federal  Fire 
Prevention  and  Control  Act  of  1974 
(Pub.  L.,  93-498,  88  Stat.  1535,  15 
U.S.C.  2201  et  seq.,  278f,  42  U.S.C. 
290(a)]. 

“Agency  Head”  means  the  Adminis¬ 
trator  of  the  National  Fire  Prevention 
and  Control  Administration. 

“Agenda”  means  the  semi-annual 
listing  of  proposed  regulations  and  ex¬ 
isting  regulations  to  be  reviewed. 

“Major  e(X)nomic  consequences” 
means  any  regulation  which: 

(1)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
effect  (direct  and  indirect)  on  the 
e(x>nomy  of  $50  million  or  more; 

(2)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
effect  (direct  or  indirect)  on  either 
consumers,  industries,  levels  of  govern¬ 
ment,  or  geographic  regions  exceeding 
$25  million; 

(3)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
increase  of  costs  or  prices  of  5  percent 
or  more  for  the  specific  activity, 
product(s)  and/or  service(s)  affected 
by  the  proposed  rule  or  regulation; 

(4)  Can  be  expected  to  reduce  labor 
productivity  by  1  percent  or  more  in 
the  item  which  is  the  unit  of  focus  in 
the  regulation; 

(5)  Can  be  expected  to  reduce  em¬ 
ployment  by  5  percent  or  more  in  the 
activity  which  is  the  unit  of  focus  in 
the  regulation; 

(6)  For  the  particular  market(s)  af¬ 
fected.  can  be  expected  to  result  in  a  1 
percent  or  more  decline  in  supply  of 
materials,  products  or  services,  or  a  1 
percent  or  more  increase  in  consump¬ 
tion  of  these  materials,  products  or 
services  as  direct  or  indirect  result  of 
the  regulation;  or 

(7)  For  the  particular  market(s)  af¬ 
fected,  can  be  expected  to  result  in  a 
decline  in  competition  as  a  result  of 
the  regulation.  Factors  to  be  consid¬ 
ered  include  limitation  of  market 
entry,  restraint  of  market  information, 
or  other  restrictive  factors  that 
impede  the  fuinctioning  of  the  market 
system. 

“Regulations”  means  actions  of  the 
agency  which  are  required  by  the  Ad¬ 


ministrative  Procedure  Act  (5  UJ3.C. 
553)  to  be  (juried  out  pursuant  to  in¬ 
formal  rulemaking  and  rules  and  regu¬ 
lations  which  establish  (xinditions  for 
financial  assistance.  Not  included  in 
this  definition  are  regulations  issued 
in  accordance  with  the  formal  rule- 
making  prcxedures  of  the  Administra¬ 
tive  Procedure  Act  (5  U.S.C.  556  and 
557),  matters  related  to  agency  man¬ 
agement  or  personnel,  regulations  re¬ 
lated  to  Federal  Government  procure¬ 
ment,  regulations  issued  in  response  to 
an  emergency  or  which  are  governed 
by  short-term  statutory  or  judicial 
deadlines.  Also  not  included  in  this 
definition  are  regulations  which 
govern  the  administration  or  manage¬ 
ment  of  grants  (except  rules  which  es¬ 
tablish  conditions  for  receipt  of  finan¬ 
cial  assistance),  cooperative  agree¬ 
ments,  leases,  and  other  agreements 
entered  into  between  the  agency  and 
any  other  party. 

“Significant  Regulations”  means 
regulations; 

(1)  Which  would  substantially  affect 
the  expenditure  of  the  fimds  for  one 
program  area  which  are  not  expended 
for  personnel  and  administrative  pur¬ 
poses; 

(2)  Which  would  substantially  and 
nationally  affect  fire  service,  State  or 
local  government  fire  prevention  and 
control  planning,  management,  or  op¬ 
erations; 

(3)  Which  would  substantially  add  to 
the  involuntary  reporting  and  compli¬ 
ance  burden  of  NFPCA  funding  recipi¬ 
ents; 

(4)  Which  would  substantially  and 
nationally  affect  competition;  or 

(5)  Which  would  have  a  substantial 
negative  impact  on  the  programs  of 
any  other  Federal  agency. 

Subpart  B— Issuing  Rogulatlens 

§  2012.11  Advanced  notice  of  proposed  rle- 
making  and  public  participation. 

Prior  to  the  decision  to  develop  a 
regulation,  an  advanced  notice  of  pro¬ 
posed  rulemaking  shall  be  published 
in  the  Federal  Register. 

(a)  Advanced  notices  of  proposed  ru¬ 
lemaking  may  be  issued  by  the  agency 
head,  by  an  Associate  Administrator, 
by  the  Superintendent  of  the  National 
Academy  for  Fire  Prevention  and  Con¬ 
trol  or  by  the  Chief  Counsel  of  the 
agency. 

(b)  The  contents  of  advanced  notices 
of  proposed  rulemaking  shall  be  con¬ 
sistent  with  requirements  of  the  Fed¬ 
eral  Register  and  shall  include  the 
following: 

(1)  The  name  of  the  agency,  the  is¬ 
suing  official,  the  official  assigned  to 
direct  the  project  out  of  which  the 
notice  arises,  and  his  address  and  tele¬ 
phone  number, 

(2)  A  solicitation  of  written  com¬ 
ments  from  the  public,  with  a  deadline 
of  no  less  than  45  days  following  publi¬ 
cation  of  the  advanced  notice. 
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(3)  A  description  of  the  problem  for 
which  the  notice  is  issued, 

(4)  A  description  of  known  solutions 
to  the  problem  for  which  the  notice  is 
issued,  including  solutions  which  have 
been  proposed  or  considered  and  solu¬ 
tions  which  may  be  proposed  or  con¬ 
sidered,  and 

(5)  Information  available  on  addi¬ 
tional  publication,  conferences  or 
meetings,  which  are  scheduled  or  to  be 
scheduled  on  the  subject  of  the  notice. 

(c)  Other  devices  to  encourage 
public  participation  shall  be  used  to 
the  fullest  extent  feasible,  including: 
seminars,  hearings,  publication,  and 
notification  of  those  directly  interest¬ 
ed. 

§  2012.12  Agency  head  oversight  before  de¬ 
veloping  new  regulations. 

After  the  deadline  for  public  com¬ 
ment  under  an  advanced  notice  of  pro¬ 
posed  nilemaking,  after  any  further 
steps  to  encourage  public  participation 
have  been  taken  and  before  an  agency 
proceeds  to  develop  new  regulations, 
the  agency  head  shall: 

(a)  Determine  whether  a  new  regula¬ 
tion  is  to  be  developed, 

(b)  For  all  new  regulations: 

(1)  Review  the  issues  to  be  consid¬ 
ered. 

(2)  Review  the  alternative  ap¬ 
proaches  to  be  explored. 

(3)  Establish  a  plan  for  obtaining  ad¬ 
ditional  public  comment. 

(4)  Establish  target  dates  for  the 
completion  of  steps  in  the  develop¬ 
ment  of  the  regulations. 

(5)  Determine  whether  the  regula¬ 
tion  is  a  significant  regulation. 

(c)  For  new  significant  regulations: 

(1)  Determine  that  the  proposed  reg¬ 
ulation  is  needed. 

(2)  Determine  that  the  direct  and  in¬ 
direct  effects  of  the  regulation  have 
been  adequately  considered. 

(3)  Determine  that  alternative  ap¬ 
proaches  have  been  considered  and 
the  least  burdensome  of  the  accept¬ 
able  alternatives  have  been  chosen. 

(4)  Determine  that  public  comments 
have  been  considered  and  an  adequate 
response  has  been  prepared. 

(5)  Determine  that  State  and  local 
government  officials  have  been  con¬ 
sulted,  when  there  is  significant  inter¬ 
governmental  impact. 

(6)  Determine  that  the  regulation  is 
written  in  plain  English  and  is  under¬ 
standable  to  those  who  must  comply 
with  it. 

(7)  Determine  that  an  estimate  has 
been  made  of  the  new  reporting  bur¬ 
dens  or  recordkeeping  requirements 
necesjsary  for  compliance  with  the  reg¬ 
ulation. 

(8)  Determine  that  the  name,  ad¬ 
dress  and  telephone  number  of  a 
knowledgeable  agency  official  are  in¬ 
cluded  in  the  publication. 

(9)  Establish  a  plan  for  evaluating 
the  regulation  after  its  issuance  has 
been  developed. 


§  2012.13  Notice  of  proposed  rulemaking. 

(a)  After  approval  by  the  agency 
head,  new  regulations  shall  be  pub¬ 
lished  in  the  Federal  Register  as  a 
Notice  of  Proposed  Rulemaking. 

(b)  The  Notice  of  proposed  rulemak¬ 
ing  shall  include: 

(1)  Information  in  the  form  required 
by  the  Federal  Register  and  applica¬ 
ble  regulations, 

(2)  A  public  comment  period  of  no 
less  than  60  days, 

(3)  A  draft  of  the  proposed  regula¬ 
tions, 

(4)  For  regulations  that  are  not  si- 
ginficant  regulations,  a  statement  that 
they  are  not  significant, 

(5)  for  regulations  with  major  eco¬ 
nomic  consequences: 

(i)  An  expanantion  of  the  regulatory 
approach  that  has  been  selected  or  is 
favored, 

(ii)  A  short  description  of  the  other 
alternatives  considered, 

(iii)  A  statement  of  how  the  public 
may  obtain  a  copy  of  the  draft  regula¬ 
tory  analysis,  and 

(6)  For  significant  regulations  or  reg¬ 
ulations  with  major  economic  conse¬ 
quences  which  may  potentially  have  a 
substantial  affect  on  State  or  local 
governments: 

(i)  A  statement  of  how  advice  from 
the  government  was  obtained, 

(ii)  A  summary  of  the  nature  of  the 
comments,  and 

(iii)  A  statement  that  consultations 
occurred  sufficiently  early  in  the  deci¬ 
sionmaking  process  to  influence  the 
action. 

(c)  All  feasible  methods  of  encourag¬ 
ing  public  participation  shall,  in  addi¬ 
tion,  be  used,  including  conferences 
and  public  hearings,  notices  of  pro¬ 
posed  regulations  to  publications 
likely  to  be  read  by  those  affected  and 
notification  of  interested  parties  di¬ 
rectly. 

§  2012.14  Agency  head  approval  of  final 
issuance. 

The  agency  head  shall  approve  all 
final  regulations  before  they  are  for¬ 
mally  issued  for  publication  in  the 
Federal  Register. 

(a)  The  agency  head  shall  determine 
whether  the  final  regulations  are  sig¬ 
nificant. 

(1)  If  they  are,  he  shall  review  the 
determinations  and  actions  of 
§  2012.12C  and  shall  see  that  they  are 
accurate. 

(2)  If  the  determination  and  actions 
of  §  2012.12C  were  not  made,  he  shall 
make  them. 

(b)  If  the  regulations  have  major 
economic  consequences,  the  final  pub¬ 
lication  shall  include: 

(1)  A  notice  of  a  final  regulatory 
analysis,  and  where  a  copy  of  it  may 
be  obtained, 

(2)  An  explanation  of  the  regulatory 
method  selected,  and 

(3)  A  discussion  of  alternative  regu¬ 
latory  methods  and  why  the  selected 
method  prevailed. 


(c)  The  contents  and  form  of  the 
publication  of  final  regulations  shall 
be  as  required  by  the  Federal  Regis¬ 
ter  and  the  code  of  Federal  Regula¬ 
tions. 

(d)  For  regulations  which  are  not 
significant,  a  statement  to  that  effect 
shall  be  a  part  of  the  final  publication. 

Subpart  C — Regulatory  Analysis  of  Regulations 
with  Major  Economic  Consequences 

§  2012.21  Determination  of  need  for  regu¬ 
latory  analysis. 

A  regulatory  analysis  shall  be  con¬ 
ducted  for  all  regulations  with  major 
economic  consequences  or  for  any  reg¬ 
ulation  at  the  discretion  of  the  agency 
head  before  the  Notice  of  Proposed 
Rulemaking  and  before  the  final  issu¬ 
ance  of  the  regulation. 

§  2012.22  (intents  of  regulatory  analysis. 

Each  regulatory  analysis  shall  con¬ 
tain: 

(a)  A  succinct  statement  of  the  prob¬ 
lem, 

(b)  A  description  of  the  major  alter¬ 
native  ways  of  dealing  with  the  prob¬ 
lem  that  were  considered  by  the 
agency. 

(c)  An  analysis  of  the  economic  con¬ 
sequences  of  each  of  these  alterna¬ 
tives, 

(d)  A  detailed  explanation  for  choos¬ 
ing  one  alternative  over  the  others, 
and 

(e)  Where  there  is  significant  inter¬ 
governmental  impact,  a  statement  of: 

(1)  Efforts  to  consult  with  State  and 
local  officials, 

(2)  The  nature  of  State  and  local 
government  comments,  and 

(3)  How  the  agency  dealt  with  the 
comments. 

§  2012.23  Procedure  for  regulatory  analy¬ 
sis. 

(a)  The  agency  head  shall  be  rspon- 
sible  for  applying  the  criteria  of 
§  2012.21  to  determine  if  a  regulatory 
analysis  is  necessary. 

(b)  The  agency  head  must  approve  a 
draft  regulatory  analysis  before  new 
regulations  with  major  economic  con¬ 
sequences  are  published  as  a  notice  of 
proposed  rulemaking. 

(c)  The  agency  head  must  approve  a 
final  regulatory  analysis  for  all  new 
regulations  with  major  economic  con¬ 
sequences  prior  to  issuance  as  a  final 
regulation. 

(d)  Agency  head  approvals  shall  be 
based  on  a  determination  that  the  reg¬ 
ulatory  analysis: 

*  (1)  Satisfies  the  requirements  of  the 
Executive  Order,  applicable  Depart¬ 
ment  of  Commerce  regulations,  and 
these  rules,  particularly  §  2012.22,  and 

(2)  Satisfied  whatever  additional  re¬ 
quirements  the  agency  head  has  im¬ 
posed. 

(e)  The  agency  head  shall  submit 
draft  regulatory  analyses  to  the  Chief 
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Economist,  at  least  IS  days  before  pub¬ 
lication. 

Swbport  D — Agenda  of  PrepoMd  RogulaHent 
and  Roviow  of  Exitfing  Rogwiations 

§  2012.31  Agenda  of  proposed  regulations. 

(a)  By  January  15,  1979,  and  every 
six  months  thereafter,  the  agency 
head  shall  submit  a  regiilatory  agenda 
to  the  Assistant  Secretary  for  Policy. 

(b)  The  regulatory  agenda  shall  in¬ 
clude  the  following: 

(1)  A  description  of  regulations 
under  development  or  being  consid¬ 
ered  for  development,  including,  to  the 
extent  feasible: 

(1)  A  statement  of  whether  the  regu¬ 
lation  has  been  determined  to  be  a  sig¬ 
nificant  regulation; 

(ii)  The  need  and  the  legal  basis  for 
the  action  being  taken; 

(ill)  A  statement  as  to  whether  or 
not  a  regulatory  analysis  will  be  re¬ 
quired; 

(iv)  The  name  and  telephone 
number  of  a  knowledgeable  official; 

(V)  A  listing  of  major  issues  likely  to 
be  considered  In  developing  the  regu¬ 
lation; 

(vi)  A  tentative  plan  for  obtaining 
public  comment  and,  where  applicable, 
for  consulting  with  State  and  local 
governments; 

(vii)  Proposed  dates  for  completing 
steps  in  the  development  process;  and 

(viii)  Information  on  the  status  of  all 
proposed  significant  regulations  listed 
in  previous  agendas  imtil  these  regula¬ 
tions  are  published  as  final  in  the  Fed¬ 
eral  Register. 

(2)  A  list  of  existing  regulations 
scheduled  to  be  reviewed,  including 
the  name  and  telephone  number  of  a 
knowledgeable  official  for  each  such 
regulation; 

(3)  Information  on  the  status  of  ex¬ 
isting  regulations  previously  scheduled 
for  review;  and 

(4)  A  list,  including  the  date  and 
Federal  Register  citation,  of  all  final 
regulations  published  in  the  Federal 
Register  during  the  previous  six 
months. 

§  2012.32  Review  of  existing  regulations. 

(a)  The  agency  head  shall  periodical¬ 
ly  (at  least  semiannually)  review  all 
existing  regulations  to  determine 
whether  they  are  achieving  the  goals 
of  agency  policy,  these  regulations, 
and  the  policies  of  the  Executive 
Order  12044  “Improving  Government 
Regulations”  (March  23, 1978). 

(b)  In  reviewing  existing  regulations, 
the  agency  head  shall  consider: 

(1)  The  continued  need  for  the  regu¬ 
lation. 

(2)  The  type  and  number  of  com¬ 
plaints  or  suggestions  received  regard¬ 
ing  the  regulation, 

(3)  The  burdens  imposed  on  those 
directly  or  indirectly  affected  by  the 
regulations. 


(4)  The  need  to  simplify  or  clarify 
language, 

(5)  The  need  to  eliminate  overlap¬ 
ping  and  duplicative  regulations,  and 

(6)  The  length  of  time  since  the  reg¬ 
ulation  has  been  evaluated  or  the 
degree  to  which  technology,  economic 
conditions,  or  other  factors  have 
changed  in  the  area  affected  by  the 
regulation. 

(c)  When  the  review  in  B,  above,  in¬ 
dicated  that  further  evaluation  of  a 
regulation  is  warranted,  the  same  pro¬ 
cedural  steps  outlined  for  the  develop¬ 
ment  of  new  regulations  in  §§  2012.12, 
2012.13,  and  2012.14  shall  be  followed. 

Swbport  E — (vonoral  Adminittrotiv*  Provisions 

§  2012.41  Changes  to  this  rule. 

The  contents  and  procedures  estab¬ 
lished  by  this  rule  do  not  apply  to 
amendments,  modifications,  or  addi¬ 
tions  to  this  rule. 

§  2012.42  Effects  of  other  law. 

This  rule  is  not  intended  to  create 
delay  in  the  regulatory  and  adminis¬ 
trative  processes  or  provide  new 
grounds  for  judicial  review.  Nothing  in 
this  rule  shall  be  considered  to  super¬ 
sede  existing  statutory  obligations  gov¬ 
erning  rulemaking. 

Dated: - 


Howard  D.  Tipton, 
Administrator,  National  Fire 
Prevention  and  Control  Ad¬ 
ministration. 

Appendix  H— National  Oceanic  and 
Atmospheric  Administration 

I.  Changes  in  the  Existing  Rulemaking 
Process. 

The  process  for  developing  regula¬ 
tions  within  NOAA  already  incorpo¬ 
rates  many  of  the  improvements  sug¬ 
gested  by  Executive  Order  12044  and 
Departmental  Administrative  Order 
218-7,  particularly  with  respect  to  so¬ 
liciting  and  incorporating  public  par¬ 
ticipation  and  comment  as  early  in  the 
development  process  as  practicable. 
For  example,  under  the  Coastal  Zone 
Management  Act,  State  and  local  gov¬ 
ernments  and  other  interested  parties 
affected  by  regulations  are  consulted 
by  iulemakers  at  an  early  stage  in  the 
regulatory  development  process.  All 
segments  of  NOAA  freely  use  the  local 
press  to  reach  the  public  for  com¬ 
ments  involving  local  issues,  and 
NOAA  rulemakers  liberally  publish 
advance  notice  of  proposed  rulemak¬ 
ings  when  such  a  procedure  is  deemed 
justified  and  helpful.  In  addition, 
NOAA  generally  employs  a  comment 
period  of  at  least  sixy  days  for  major 
regulations,  and  has,  where  desirable, 
utilized  more  than  one  round  of  com¬ 
ments. 

On  the  other  hand,  the  procedures 
established  by  Departmental  Adminis¬ 
trative  Order  218-7  change  the  NOAA 


regulatory  development  process  in  sig¬ 
nificant  ways.  Whereas  previously  the 
Administrator  has  delegated  substan¬ 
tial  rulemaking  authority  to  Assistant 
Administrators,  he  is  now  personally 
brought  into  the  rulemaking  process 
at  a  much  earlier  stage,  at  least  with 
regard  to  significant  regtilations.  Fur¬ 
thermore,  NOAA  previously  has  had 
no  formalized  criteria  for  determining 
the  significance  of  regulations,  or  for 
identifying  which  of  its  existing  regu¬ 
lations  needed  review.  The  new  rule- 
making  procedures  place  much  greater 
stress  on  developing  alternatives  to  as¬ 
certain  that  the  least  burdensome  al¬ 
ternative  is  chosen.  We  anticipate  that 
by  scrutinizing  alternatives  to  a  con¬ 
templated  reemlation  early  in  the  dc^ci- 
sionmaklng  process,  certain  regula¬ 
tions  which  otherwise  would  have 
been  promulgated  will  be  foimd  to  be 
unnecessary  or  undesirable.  Finally, 
NOAA  anticipates  that  Departmental 
Administrative  Order  218-7,  as  supple¬ 
mented  herein,  will  provide  a  structur¬ 
al  framework  which  provides  consist¬ 
ency  and  clarity  to  our  ralemaking 
procedures. 

II.  Criteria  for  Determining  the  Sig¬ 
nificance  of  Regulations. 

A  contemplated  regulation  shall  be 
considered  “significant"  if  it - 

(a)  Creates  a  major  impact  upon  the 
environment  or  economy; 

(b)  Affects  a  large  number  of  indi¬ 
viduals.  businesses,  organizations. 
State  or  local  governments; 

(c)  Places  burdensome  recordkeeping 
and  reporting  requirements  on  the 
public; 

(d)  Has  an  integral  relationship 
either  to  the  regulations  of  other  pro¬ 
grams  and  agencies  or  to  major  De¬ 
partmental  policy  issues;  or 

(e)  Is  the  subject  of  controversy  or 
significant  public  interest. 

III.  Criteria  for  Identifying  Which 
Regulations  Require  Regulatory  Anal¬ 
ysis. 

A.  Office  of  Fisheries. 

A  regulatory  ansdysis  shall  be  pre¬ 
pared  for  all  regulations  of  the  Office 
of  Fisheries  which: 

(a)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
effect  (direct  and  indirect)  on  the 
economy  of  $20  million  or  more; 

(b)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
effect  (direct  and  indirect)  on  either 
consumers,  industries,  levels  of  govern¬ 
ment,  or  geographic  region  exceeding 
$10  million; 

(c)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
increase  of  cost  or  price  of  five  percent 
or  more  for  the  specific  activity, 
product(s)  and/or  service(s)  affected 
by  the  proposed  rule  or  regulation; 

(d)  Can  be  expected  to  reduce  labor 
productivity  by  1  percent  or  more  in 
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the  item  which  is  the  unit  of  focus  in 
the  regulation; 

(e)  Can  be  expected  to  reduce  em¬ 
ployment  by  five  percent  or  more  in 
the  sector  of  the  fishing  industry 
which  is  the  unit  of  focus  in  the  regu¬ 
lation: 

(f)  For  the  particular  market(s}  af¬ 
fected,  can  be  expected  to  result  in  a 
ten  percent  or  more  decline  in  supply 
of  materials,  products  or  services,  or  a 
ten  percent  or  more  increase  in  con¬ 
sumption  of  these  materials,  products 
or  services  as  direct  or  indirect  result 
of  the  regulation;  or 

(g)  For  the  particular  market(s)  af¬ 
fected,  can  be  expected  to  result  in  a 
decline  in  competition  as  a  result  of 
the  regulation.  Factors  to  be  consid¬ 
ered  include  limitation  of  market 
entry,  restraint  of  market  information, 
or  other  restrictive  factors  that 
impede  the  functioning  of  the  market 
system. 

(h)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  a 
decrease  in  revenues  or  profits  of  ten 
percent  or  more  in  the  sector  of  the 
fishing  industry  directly  affected  by 
the  regulation. 

A  regulatory  analysis  shall  also  be 
prepared  when; 

(i)  In  the  Judgment  of  the  Adminis¬ 
trator,  such  an  analysis  would  benefit 
the  decisionmaking  process  and/or 
promote  more  informed  public  partici¬ 
pation;  or 

(j)  The  Secretary  determines,  in  ac¬ 
cordance  with  Departmental  Adminis¬ 
trative  Order  218-7,  that  such  an  anal¬ 
ysis  should  be  performed. 

B.  All  Other  NOAA  Elements. 

A  regulatory  analysis  shall  be  pre¬ 
pared  for  all  regulations  other  than 
those  of  the  Office  of  Fisheries  which: 

(a)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 


effect  (direct  or  indirect)  on  the  econo¬ 
my  of  $50  million  or  more; 

<b)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
effect  (direct  or  indirect)  on  either 
consumers,  industries,  levels  of  govern¬ 
ment,  or  geographic  region  exceeding 
$25  million; 

(c)  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
increase  of  cost  or  price  of  five  percent 
or  more  for  the  specific  activity, 
product(s)  and/or  service(s)  affected 
by  the  proposed  rule  or  regulation; 

(d)  Can  be  expected  to  reduce  labor 
productivity  by  1  percent  or  more  in 
the  item  which  is  the  unit  of  focus  in 
the  regulation; 

(e)  Can  be  expected  to  reduce  em¬ 
ployment  by  five  percent  or  more  in 
the  activity  which  is  the  unit  of  focus 
in  the  regulation; 

(f)  For  the  particular  market(s)  af¬ 
fected,  can  be  expected  to  result  in  a 
one  percent  or  more  decline  in  supply 
of  materials,  products  or  services,  or  a 
one  percent  or  more  increase  in  con¬ 
sumption  of  these  materials,  products 
or  services  as  direct  or  indirect  result 
of  the  regulation;  or 

(g)  For  the  particular  market(s)  af¬ 
fected,  can  be  expected  to  result  in  a 
decline  in  competition  as  a  result  of 
the  regulation.  Factors  to  be  consid¬ 
ered  include  limitation  of  market 
entry,  restraint  of  market  information, 
or  other  restrictive  factors  that 
impede  the  functioning  of  the  market 
system. 

A  regulatory  analysis  shall  also  be 
prepared  when: 

(h)  In  the  judgment  of  the  Adminis¬ 
trator,  such  an  analysis  would  benefit 
the  decisionmaking  process  and/or 
promote  more  informed  public  partici¬ 
pation;  or 

(i)  The  Secretary  determines,  in  ac¬ 


cordance  with  Departmental  Adminis¬ 
trative  Order  218-7,  that  such  an  anal¬ 
ysis  should  be  performed. 

A  regulatory  analysis  shall  be  pre¬ 
pared  in  conformance  with  Depart¬ 
mental  Administrative  Order  218-7, 
section  5.04.  If  data  is  lacking  or  there 
are  questions  about  how  to  determine 
or  analyze  points  of  interest,  the  prob¬ 
lem  should  be  noted  in  the  draft  regu¬ 
latory  analysis  so  as  to  help  elicit  the 
necessary  information  during  the 
public  comment  period  on  the  notice 
of  proposed  rulemaking. 

IV.  Criteria  for  Determining  the  Exist¬ 
ing  Regulations  to  he  Reviewed. 

The  Assistant  Administrators  shall 
be  responsible  for  an  initial  selection 
and  subsequent  periodic  selections  of 
existing  regulations  for  review  and 
possible  revocation  or  revision.  In  se¬ 
lecting  regulations  to  be  reviewed,  and 
establishing  priorities,  the  responsible 
Assistant  Administrators  shall  select 
those  regulations— 

(1)  For  which  there  is  no  continued 
need: 

(2)  Which  have  been  the  subject  of  a 
number  of  complaints  or  suggestions; 

(3)  Which  impose  heavy  burdens  on 
those  directly  or  indirectly  affected  by 
the  regulation; 

(4)  Which  need  to  be  clarified  or 
simplified; 

(5)  Which  overlap  and  duplicate 
other  regulations;  or 

(6)  Which  have  not  undergone  evalu¬ 
ation  for  a  period  of  four  or  more 
years. 

An  existing  regulation  selected  for 
review  shall  remain  in  full  effect  imtil 
such  time  as  it  may  be  revised  or  re¬ 
voked. 

V.  Existing  Regulations  Selected  for 
Initial  Review. 

The  following  existing  regulations 
have  been  selected  for  initial  review: 


Regulation 


Reasons  for  selection 


Contact  person 


IS  CFR  Pt.  931— Coastal  Energy 
Impact  Program. 

SO  CFR  620-FCMA  ClUtions . 


SO  CFR  621— FCMA  Civil  Procedures.. 
SO  CFR  218— Subpt.  C— Marine  Mam¬ 
mals— Civil  Procedures. 

SO  CFR  219— Marine  Mammals— Seiz¬ 
ure  and  forfeiture  Penalties. 

SO  CFR  216— Subpt.  F— Taking  and 
Importing  of  Marine  Mammals. 

SO  CFR  28S.6— Atlantic  Tuna  Fisher¬ 
ies— Civil  Procedures. 

SO  CFR  246— Transportation  of  Wild¬ 
life— Civil  Penalties  Under  Lacey 
Act. 

IS  CFR  922— Subpt.  D— Marine  Sanc- 
,  tuaries— Enforcement. 

IS  CFR  903— Public  Information— Im¬ 
plementation  of  the  Freedom  of  In¬ 
formation  Act.  _ 

SO  CFR  Pt.  210— Renegotiated  INPFC 


(1)  Has  been  the  subject  of  complaints,  comments,  and  criticisms .  James  Robey,  telephone  634-4249,  Office  of 

(2)  Need  to  clarify  and  simplify .  Coastal  Zone  Management,  2001  Wisconsin 

(3)  Anticipated  change  in  statutory  language  by  Outer  Continental  Shelf  Ave.  NW.,  Room  372,  Page  Bldg.,  Washing- 

Lands  Act  Amendments.  ton,  D.C. 

NOAA  effort  to  simplify  and  consolidate  our  civil  penalty  procedures  Stan  Pitkin,  telephone  206-399-0329,  Building 
under  the  6  statutes  authorizing  such  penalties.  25,  Room  23,  7500  Sand  Point  Way  NE.,  Seat- 

Ue,  Wash. 

. do .  Do- 

. do . . . .  Do. 


^dO . . . - .  Do. 

do .  Do. 


.do. 


Do. 


. do . 

Length  of  time  until  regulation  issued  or  evaluated . 

Authorizing  legislation  underlying  international  agreement 
changed  or  eliminated. 


. . .  Do. 

. .  Jay  Johnson,  telephone  703-443-8066,  Room 

627.  6100  Executive  Blvd.,  Rockville.  Md. 
20852. 

has  been  Carmen  J.  Blondin,  telephone  202-634-7267, 
Assistant  Director  for  International  Fisher¬ 
ies.  Room  240,  Page  Bldg.  2.  330  Whitehaven 
St.  NW.,  Washington,  D.C.  20235. 
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Regulation  Reasons  for  selection 


Pts.  240  and  241— Witbdrawal  From  — do.. 
ICNAF. 

Ft  295— Repeal  of  the  BartleU  Act .....  >-.do„ 


Ft.  201— Field  Organization  of  the  Na-  Length  of  time  since  regulation  issued  or  evaluated 
tional  Marine  Fisheries  Service. 


Ft.  215— Fribilof  Islands  Administra-  . do...... 

tion  of  Marine  Mammals. 

Ft.  216— Taking  and  Importing  — do...... 

Marine  Mammals  (except  $  216.24). 


Fte.  217  through  225— Endangered  . do.... 

Species  Act  and  Fish  and  Wildlife 
Act— Implementation. 

Ft.  230— Whaling  Frovislons  (except  ......do — 

native  subsistence)— Enforcement  of 
Whaling  Convention  Act. 


Ft.  245— Offshore  Shrimp  Fisheries  ......do..... 

Act— Implementation. 

Ft  246— Transportation  of  Wildlife.....  ......do—.. 


Fts.  245  through  259— Subch.  F— Aid  do. 

to  Fisheries. 


Fts.  260  through  279— Subch.  O— Fro- 
oessed  Fishery  Froducts. 


Ft  281— Restrictions  on  Tuna  Im-  _ do _ 

ports— Inter-American  Tropical 
Tuna  Convention. 

Ft  290— Fishery  Marketing  Coopera-  . .do.— 

tives  Restraint  of  Trade. 


Ft  301— Facific  Halibut  Fisheries  and  _ do _ — . . . . —..—.4. 

the  International  Facific  Halibut  1 

Commission. 


Ft  401— Anadromous  Fisheries  Con-  . .do. 

aen’ation.  Development  and  En¬ 
hancement  Under  the  Anadromous 
Fisheries  Conservation  Act. 


Contact  person 


Do. 


_ _  William  F.  Allen,  telephone  202-634-7265,  Spe¬ 
cial  Agent  Enforcement  Division,  Room  361, 
Fage  Bldg.  2,  3300  Whitehaven  St  NW., 
Washington,  D.C.  20235. 

_ _ _ Robert  K.  Crowell,  telephone  202-634-7405, 

Executive  Officer,  Room  428A,  Fage  Bldg.  2, 
330  Whitehaven  St  NW.,  Washington,  D.C. 
20235. 

. . . . . .  Donald  R.  Johnson,  telephone  206-442-7575, 

Regional  Director,  Northwest  Region.  NMFS, 
1700  West  Ave.  North,  Seattle,  Wash.  98109. 

. . . . . .  William  F.  Jensen,  telephone  202-634-7461, 

Marine  Mammal  Division,  Room  410B.  Fage 
Bldg.  2,  3300  Whitehaven  St  NW„  Washing¬ 
ton.  D.C.  20235. 

. . . — ...  Robert  B.  Ctorrell,  telephone  202-634-7461,  En¬ 
dangered  Species  Specialist,  Room  406A, 
Fage  Bldg.  2,  3300  Whitehaven  St  NW., 
Washington,  D.C.  20235 

.  Richard  B.  Roe,  telephone  202-634-7461, 

Acting  Chief,  Marine  Manunal  and  Endan¬ 
gered  Species  Division,  Room  410C,  Fage 
Bldg.  2,  3300  Whitehaven  St  NW.,  Washing¬ 
ton.  D.C.  20235. 

. . William  H.  Stevenson,  telephone  813-893-3141, 

Regional  Director,  Southeast  Region,  NMFS, 
9450  Roger  Blvd.,  St  Fetersburg,  Fla.  33702. 

. . . .  Morris  M.  Fallozzi,  telephone  202-634-7265, 

Chief,  Enforcement  Division,  Room  361,  Fage 
Bldg.  2.  3300  Whitehaven  St  NW.,  Washing¬ 
ton,  D.C.  20235. 

. .  Michael  L.  Orable,  telephone  202-634-7496, 

Chief,  Financial  Assistance  Division,  Room 
312,  I^e  Bldg.  2,  3300  Whitehaven  St.  NW., 
Washington.  D.C.  20235. 

. .  , . . .  James  R.  Brooker,  telephone  202-634-7458, 

Food  Technologist.  Seafood  Quality  and  In¬ 
spection  Division,  Room  380.  Fage  Bldg.  2, 
3300  Whitehaven  St.  NW.,  Washington,  D.C. 

'  20235. 

. Carmen  J.  Blondln,  telephone  202-634-7267, 

Assistant  Director  for  International  Fisher¬ 
ies,  Room  240,  Fage  Bldg.  2.  3300  Whitehaven 
St  NW.,  Washington,  D.C.  20235. 

.  . .  Joseph  W.  Slavin,  telephone  202-634-7261,  As¬ 
sistant  Director  For  Fisheries  Development 
Room  300.  Fage  Bldg.  2,  3300  Whitehaven  St. 
NW.,  Washington.  D.C.  20235. 

. William  H.  MacKenzie,  telephone  202-634- 

7257,  Foreign  Affairs  Officer,  Room  249, 
Fage  Bldg.  2.  3300  Whitehaven  St  NW.. 
Washington.  D.C.  20235. 

.  .  . . Faul  R.  Nichols,  telephone  202-634-7434.  Fish¬ 
ery  Administrator,  Room  340,  3300  Whiteha¬ 
ven  St  NW,,  Washington,  D.C.  20235. 


VI.  Comments 

Any  comments  on  this  report  should 
be  directed  in  writing  to:  Michael  A. 
Levitt,  Office  of  General  Counsel,  Na¬ 
tional  Oceanic  and  Atmospheric  Ad¬ 
ministration,  Washington,  D.C.  20230, 
telephone  377-4080. 

Apfendir  I— The  National  Telecom¬ 
munications  AND  Information  Ai>- 

MINISTRATION 

I.  Introduction. 

The  National  Telecommunications 
and  Information  Administration  was 
established  effective  March  26,  1978. 
It  absorbed  the  functions  of  the  Office 
of  Telecommunications  Policy  in  the 


Ebcecutive  Office  of  the  President 
(with  exceptions  explained  in  Execu¬ 
tive  Order  12046,  “Relating  to  the 
Transfer  of  Telecommunications 
Functions”)  and  the  Office  of  Tele- 
commimications  in  the  Department  of 
Commerce. 

NTIA  does  not  have,  nor  did  its 
predecessor  offices  have,  any  estab¬ 
lished  procedures  for  issuing  regula¬ 
tions  covered  by  Executive  Order 
12044  and  the  Department’s  imple¬ 
menting  administrative  order.  DAO 
218-7.  NTIA  does  have  regulations 
governing  the  management  of  Federal 
agency  use  of  radio  frequencies,  and 
procedures  for  issuing  them.  Because 
these  regulations  are  related  to  the 
management  of  Federal  agencies.  Ex¬ 


ecutive  Order  12044  does  not  apply  to 
them  (see  Section  6(bK3)).  Thus, 
NTIA  has  no  regulations  covered  by 
the  order. 

NTIA  now  proposes  to  establish,  for 
any  future  regulations  covered  by  Ex¬ 
ecutive  Order  12044  and  DAO  218-7, 
the  following:  (Da  process  for  devel¬ 
oping  them;  (2)  criteria  for  deciding 
which  of  them  are  significant  under 
Section  2  of  the  order;  and  (3)  criteria 
for  identifying  which  of  them  require 
regulatory  analysis  under  Section  3  of 
the  order.  Criteria  for  selecting  exist¬ 
ing  regulations  to  be  reviewed  under 
section  4  of  the  order  will  be  estab¬ 
lished  concurrently  with  NTIA’s  first 
issuance  of  regulations  covered  by  the 
order. 
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Comments  upon  this  draft  report 
should  be  addressed  to:  U.S.  Depart¬ 
ment  of  Commerce.  National  Telecom- 
mmiications  and  Information  Adminis¬ 
tration.  Office  of  Chief  Counsel. 
Washington.  D.C.  20504. 

II.  Process  for  Developing  Regulations. 

The  NTIA  proposed  process  requires 
the  preparation  an^  approval  of  an 
issue  paper  before  the  development  of 
any  regulation(s)  covered  by  Executive 
Order  12044.  The  issue  paper  must  un¬ 
dergo  staff  review  and  be  submitted 
for  approval  to  the  Assistant  Secre¬ 
tary  W  Communications  and  Infor¬ 
mation.  who  is  also  the  Administrator 
of  NTIA  (hereinafter  called  the  Ad¬ 
ministrator).  The  issue  paper  must 
cover  (1)  the  need,  purpose  and  alter¬ 
natives  required  by  Section  1  of  the 
Executive  order;  (2)  whether  the  regu¬ 
lation  is  significant  under  Section  2(e) 
of  the  order  and  NTIA  criteria  (Part 
III  of  this  draft  report);  (3)  whether  a 
regulatory  analysis  Is  required  under 
Section  3  of  the  order  and  NTIA  crite¬ 
ria  (Part  IV  of  this  draft  report);  and 

(4)  plans  for  compliance  with  all  appli¬ 
cable  requirements  of  the  order  and 
the  Department’s  Administrative 
Orders.  One  of  the  plans  must  show 
exactly  how  the  opportunity  will  be 
provided  for  early  participation  and 
comment  by  other  Federal  agencies. 
State  and  local  governments,  business¬ 
es.  organizations,  and  individuals,  as 
required  by  Section  1(c)  of  the  order. 
In  preparing  this  plan,  consideration 
will  be  given  to  (1)  publishing  an  ad¬ 
vance  notice  of  proposed  rulemaking. 

(2)  holding  open  conferences  or  public 
hearings.  (3)  sending  notices  of  pro¬ 
posed  regulations  to  publications 
likely  to  be  read  by  those  affected;  and 
(4)  notifying  interested  parties  direct¬ 
ly.  and  the  plan  will  include  the 
method(s)  which  are  most  appropriate 
to  the  regulation(s)  proposed  to  be  de¬ 
veloped. 

As  NTIA  begins  to  develop  any 
regulation(s).  the  information  from 
the  approved  issue  paper,  which  is 
necessary  to  public  understanding  of 
the  issues  and  process  to  be  followed, 
will  be  made  public  by  following  the 
issue  paper’s  plan  for  providing  an 
early  opportunity  for  participation 
and  comment.  Notice  of  development 
of  a  significant  regulation  will  also  be 
published  in  the  Department’s  Semi¬ 
annual  Agenda  of  Significant  Regula¬ 
tions,  or  a  supplement  to  the  agenda. 

Development  will  proceed  in  compli¬ 
ance  with  the  order.  After  appropriate 
analysis  and  consideration  of  public 
comments,  a  Notice  of  Proposed  Rule- 
making  will  be  prepared  for  staff 
review  and  approval  of  the  Adminis¬ 
trator  or  Secretary  (or  Deputy  Admin¬ 
istrator  if  the  regulation  is  not  signifi¬ 
cant).  After  publication  of  the  notice 
in  the  Federal  Register  and  circula¬ 
tion  to  the  appropriate  media  as  set 


forth  in  the  issue  paper’s  plan  for  pro¬ 
viding  an  early  opportunity  for  partici¬ 
pation  and  comment,  the  resulting 
comments  will  be  analyzed.  A  notice  of 
the  final  regulation  (which  includes  a 
plan  for  subsequent  evaluation)  will  be 
prepared  for  staff  review  and  final  ap¬ 
proval  of  the  officer  who  approved  the 
Notice  of  Proposed  Rulemaking.  Upon 
approval,  the  notice  will  be  appropri¬ 
ately  published  and  put  into  effect. 

III.  Criteria  for  Identifying  Signifi¬ 
cant  Regulations. 

NTIA  presently  has  no  specific  plans 
or  programs  for  issuing  regulations 
covered  by  the  Executive  order.  Thus, 
except  for  the  Department’s  minimum 
criteria  for  requiring  regulatory  analy¬ 
sis.  NTIA  has  nothing  with  which  to 
compare  our  proposed  specific  criteria, 
nor  to  Judge  their  reasonableness. 

We  have  prepared  two  economic  cri¬ 
teria,  which  are  based  upon  the  De¬ 
partment’s  minimum  standards.  In  all 
other  respects,  NTIA  must  use  general 
criteria  until  the  opportunity  occurs  to 
develop  specific  regulations.  The  fol¬ 
lowing  have  been  prepared  for  the 
area  of  telecommunications  and  infor¬ 
mation  in  general,  and  are  intended  to 
serve  as  an  interim  check  list  to  aid  in 
deciding  whether  a  proposed  regula¬ 
tion  would  have  a  significant  effect  on 
the  status  quo.  The  criteria  are  as  fol¬ 
lows: 

Criteria  for  Identifying  Significant 
Regulations.  A  regulation  shall  be  con¬ 
sidered  significant  if  it  appears  at  the 
time  of  evaluation  that: 

(a)  During  any  one  year  of  its  exis¬ 
tence,  the  regulation  can  be  expected 
to  result  in  an  effect  (direct  or  indi¬ 
rect)  on  the  economy  of  $30  million  or 
more; 

(b)  During  any  one  year  of  its  exis¬ 
tence,  the  regulation  can  be  expected 
to  result  in  an  effect  (direct  or  indi¬ 
rect)  on  either  consumers,  industries, 
levels  of  government,  or  geographic  re¬ 
gions  exceeding  $15  million; 

(c)  It  will  have  some  other  economic 
impact  which  is  large  enough  to  re¬ 
quire  regulatory  analysis  (Part  IV); 

(d)  It  will  have  a  substantial  effect 
upon  the  availability  of  the  radio  spec¬ 
trum  resource,  other  telecommunica¬ 
tion  resources,  information  resources, 
or  upon  the  use  of  any  of  these  re¬ 
sources; 

(e)  It  will  have  a  substantial  effect 
upon  a  telecommunications  or  infor¬ 
mation  equipment  or  service  industry, 
or  the  structure  of  one  or  more  such 
industries,  and  is  likely  to  be  perceived 
as  important  to  any  such  industry; 

(f)  It  will  have  a  substantial  effect 
upon  users  of  telecommunications  or 
information  resources,  equipment  or 
services  (for  example,  by  significantly 
limiting  or  expanding  users’  ability  or 
opportunity  to  use  them,  or  the  range 
of  choices  available  to  users),  or  upon 
non-users,  and  is  likely  to  be  perceived 
as  important  to  users  or  non-users;  or 


(g)  It  wrill  require  a  substantial 
change  In  the  existing  relationships 
among  suppliers  and  users  of  telecom¬ 
munications  and  information  goods 
and  services,  or  upon  their  relation¬ 
ships  writh  non-users. 

In  applying  these  criteria,  the  fol¬ 
lowing  factors,  at  least,  shall  be  con¬ 
sidered: 

(1)  The  type  and  number  of  individ¬ 
uals,  businesses,  organizations.  State 
and  local  governments  affected; 

(2)  The  compliance  and  reporting  re¬ 
quirements  likely  to  be  required  or 
changed; 

(3)  The  direct  and  indirect  effects  of 
the  regulation  including  the  effect  on 
competition; 

(4)  The  relationship  of  the  regula¬ 
tion  to  those  of  other  programs  and 
agencies; 

(5)  The  relationship  of  the  regula¬ 
tion  to  major  Departmental  policy 
issues; 

(6)  The  degree  of  controversy  over, 
or  public  interest  in,  the  regiilation; 
and 

(7)  The  probable  social  impact  of  the 
regulation. 

rv.  Criteria  for  Determining  Whether 
Regulatory  Analysis  is  Required. 

For  the  reasons  explained  at  the  be¬ 
ginning  of  Part  III,  NTIA  has  no  spe¬ 
cific  basis  for  deciding  whether  its  cri¬ 
teria  for  determining  whether  regula¬ 
tory  analysis  is  required  should  be 
more  rigorous  than,  or  otherwise  dif¬ 
ferent  from,  the  minimim  criteria  for 
the  Department  set  forth  in  Section  5 
of  DAO  218-7.  Thus,  until  NTIA  does 
have  a  specific  basis  for  issuing,  and 
does  issue,  new  criteria,  a  regulatory 
analysis  must  be  prepared  for  all  regu¬ 
lations  which  meet  or  exceed  any  of 
the  criteria  set  forth  in  subsections  .02 
and  .03  of  section  5  of  the  Department 
Administrative  Order. 

V.  Existing  Regulations. 

As  was  explained  in  the  introduction 
to  this  report,  NTIA  has  no  regula¬ 
tions  covered  by  Executive  Order 
12044.  Criteria  for  selecting  existing 
regulations  to  be  reviewed  under  Sec¬ 
tion  4  of  the  order  will  be  established 
concurrently  with  NTIA’s  first  issu¬ 
ance  of  regulations  covered  by  the 
order. 

Appendix  J— Office  of  Minority 
Business  Enterprise 

The  Office  of  Minority  Business  En¬ 
terprise  (OMBE)  coordinates  Federal 
activities  designed  to  assist  minority 
business,  stimulates  private  sector  ef¬ 
forts  in  support  of  minority  enterprise, 
and  provides  financial  assistance  to 
private  and  public  organizations  that 
provide  management  and  technical  as¬ 
sistance  to  minority  businessmen,  as 
authorized  by  Executive  Order  11625. 

The  following  draft  report  is  pro¬ 
vided  as  required  by  Section  5  of  Ex- 
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ecutive  Order  12044,  improving  Gov¬ 
ernment  Regulations: 

1.  This  agency  has  never  issued  regu¬ 
lations.  and  prior  to  the  issuance  of 
Executive  Order  12044  no  process  for 
developing  regulations  had  been  estab¬ 
lished.  Since  then  the  Department  of 
Commerce,  to  implement  the  order, 
has  developed  draft  Department  Ad¬ 
ministrative  Order  218-7,  which  pre¬ 
scribes  procedures  for  issuing  depart¬ 
mental  regulations.  OMBE  has  adopt¬ 
ed  the  identical  process  for  issuing  its 
regulations,  except  as  provided  below. 

2.  The  Director  has  determined  that 
all  regulations  of  the  agency  will  be 
considered  significant. 

3.  If  the  Director  determines  that  a 
regulation  has  potential  major  eco¬ 
nomic  consequences,  a  regulatory 
analysis  must  be  performed.  The  crite¬ 
ria  to  be  used  in  determining  when  a 
regiilation  has  major  economic  conse¬ 
quences,  and  what  such  an  analysis 
must  include,  are  found  in  Section  5  of 
Department  Administrative  Order 
218-7.  If  the  Director  determines  a 
regulation  has  no  potential  major  eco¬ 
nomic  consequences,  a  regulatory 
^alysis  need  not  be  done,  unless  in 
the  director’s  judgment  such  an  analy¬ 
sis  would  be  beneficial. 

4.  Existing  regulations  will  be  re¬ 
viewed  not  less  frequently  than  every 
four  years.  The  procedures  to  be  fol¬ 
lowed  in  any  review  of  existing  regula¬ 
tions  are  described  in  Section  6.04  of 
Department  Administrative  Order 
218-7.  Since  this  agency  has  no  exist¬ 
ing  regulations,  an  initial  review 
cannot  be  done.  Criteria  for  reviewing 
existing  regulations  will  be  developed 
when  OMBE  begins  to  issue  reg^a- 
tions. 

Any  comments  on  this  report  should 
be  addressed  to:  Barry  K.  Robinson, 
Chief  Coimsel,  Office  of  Minority 
Business  Enterprise,  14th  and  Consti¬ 
tution  Avenue  NW.,  Washington,  D.C. 
20230,  202-377-5641. 

Appendix  K— Office  of  Regional  Economic 
Coordination 

Description  of  Process. 

The  Deputy  Under  Secretary  of 
Commerce,  who  serves  as  the  Special 
Assistant  to  the  Secretary  for  Region¬ 
al  Economic  Coordination,  carries  out 
the  duties  of  the  Secretary  of  Com¬ 
merce  under  Executive  Order  11386 
and  Title  V  of  the  Public  Works  and 
Economic  Development  Act  of  1965,  as 
amended,  which  establishes  the  Re¬ 
gional  Action  Planning  Commission 
program.  The  Deputy  Under  Secretary 
heads  the  Office  of  Regional  Affairs 
and  Program  Coordination,  which  in¬ 
cludes  the  Office  of  Regional  Econom¬ 
ic  Coordination  (OREO.  OREC  assists 
the  Deputy  Under  Secretary  in  meet¬ 
ing  the  duties  under  Title  V  which  in¬ 
clude  the  development  of  guidelines 
for  the  use  of  Title  V  funds  and  liaison 
with  the  Regional  Commission  and 


with  the  Federal  Cochairman  to  the 
Commissions.  By  delegation  of  author¬ 
ity  from  the  Secretary  (DAO  15-7 
dated  11-18-77),  the  Deputy  Under 
Secretary  adopts  appropriate  regula¬ 
tions  applicable  to  Commission  activi¬ 
ties  in  order  to  carry  out  the  provi¬ 
sions  of  Title  V. 

The  Commissions  are  partnerships 
between  the  Federal  Government  and 
the  States  which  comprise  the  eco¬ 
nomic  development  regions  designated 
by  the  Secretary  pursuant  to  42  U.S.C. 
3181.  Each  Commission  prepares  a 
long-range  economic  development  plan 
for  its  Region  and  undertakes  the 
funding  of  economic  development 
planning  activities,  studies  and  demon¬ 
stration  projects  and  the  supplemental 
funding  of  other  Federal  grant-in-aid 
programs. 

The  Department’s  regulations  on 
’Title  V  relate  to  the  administration 
and  management  of  the  program  by 
the  Commissions  and  limitations  on 
the  use  of  fimds.  No  regulation  con¬ 
trols  how  businesses  and  consumers 
conduct  their  economic  activities,  nor 
do  any  regulations  direct  a  Commis¬ 
sion  to  make  expenditures  in  any  par¬ 
ticular  program  or  geographic  area 
within  the  applicable  Region.  By  the 
terms  of  the  legislation  creating  the 
program,  each  Commission  has  a  great 
deal  of  discretion  in  choosing  specific 
activities  and  projects  to  be  assisted. 

Because  the  program  is  limited  in 
scope,  the  OREC  staff  is  small  and  the 
regulations  have  no  major  impact  on 
the  public,  there  are  no  formal  proce¬ 
dures  for  developing  regulations.  How¬ 
ever,  the  process  of  development 
always  has  and  will  continue  to  have 
the  following  elements: 

(a)  Examination  of  the  need  for  a 
regulation  or  guideline  as  the  means 
to  resolve  a  problem  or  to  implement 
legislation. 

(b)  Consultation  with  the  Federal 
Cochairmen  to  the  Commissions  and 
Commission  principals  in  order  to 
draft,  review,  and  re-draft  any  propos¬ 
als. 

(c)  Keeping  the  Commission  (gover¬ 
nors  informed  of  major  developments. 

(d)  Publication  of  proposed  rule  in 
the  Federal  Register  and  solicitation 
of  comments  and  suggestions  from  the 
public. 

(e)  Consideration  of  comments  and 
re-drafting  of  proposals  as  needed. 

(f)  Publication  of  final  regulations. 
In  response  to  the  President’s  Order 
and  Department  of  Commerce  Admin¬ 
istrative  Order  (DAO)  218-7,  the 
Deputy  Under  Secretary  and  the 
Office  of  Regional  Elconomic  Coordi¬ 
nation  will  modify  regulation  develop¬ 
ment  procedures  in  order  to¬ 
il)  Apply  criteria  and  requirements 

specified  in  the  Order  and  in  DAO 
218-7  to  different  stages  of  the  devel¬ 
opment  process; 

(2)  Identify  significant  regulations 
early  in  the  development  process  in 


order  to  implement  requirements  ap¬ 
plicable  to  significant  regulations; 

(3)  Prepare  a  regulatory  analysis  for 
significant  regulations  in  order  to  aid 
the  Deputy  Under  Secretary  in  the  de¬ 
cision-making  process; 

(4)  Estimate  new  reporting  burdens 
and  recordkeeping  requirements; 

(5)  Insure  that  alternatives  to  the 
regulatory  approach  are  thoroughly 
considered; 

(6)  Check  more  carefully  the  lan¬ 
guage  and  format  of  the  rules  in  order 
to  achieve  understandability  (’’plain 
English”);  and 

(7)  Develop  a  plan  for  future  evalua¬ 
tion  of  the  regulations. 

OREC  will  involve  all  affected  par¬ 
ties  in  the  development  process  and 
plans  to  institute  intergovernmental 
consultation  procedures  for  significant 
regulations  as  required  in  the  Presi¬ 
dent’s  memorandum  of  March  23, 
1978,  to  the  heads  of  executive  depart¬ 
ments  and  agencies  (concerning  con¬ 
sultation  with  State  and  local  Govern¬ 
ments). 

Criteria  for  Defining  Significant  Reg- 
Illations. 

The  Deputy  Under  Secretary  finds 
the  folloadng  to  be  significant  regula¬ 
tions  for  the  purposes  of  Executive 
Order  12044  and  DAO  218-7: 

(a)  Any  program  regulation  devel¬ 
oped  to  implement  a  future  Congres¬ 
sional  authorization  for  a  new  Region¬ 
al  Commission  program  area. 

(b)  Any  change  in  program  regula¬ 
tions  or  any  new  regulations  which 
will  require  Regional  Commissions— 

(1)  To  make  major  shifts  of  funds  or 
major  reprogrammings  of  fimds— 

(1)  For  the  initiation  of  new  pro¬ 
grams  or  major  new  policies,  or 

(ii)  For  substantially  increased  fi¬ 
nancial  activity  in  an  existing  program 
area  or  the  substantial  augmentation 
or  abatement  of  an  existing  program; 

(2)  To  undertake  a  major  redirection 
of  a  program  activity. 

Performance  of  Regulatory  Analysis. 

’The  Deputy  Under  Secretary  will  re¬ 
quire  the  Development  and  use  of  a 
regulatory  analysis  in  accordance  with 
DAO  218-7  for  each  significant  regula¬ 
tion  as  defined  above. 

Review  of  Existing  Regulations. 

The  Deputy  Under  Secretary  and 
the  Office  of  Regional  Economic  Co¬ 
ordination  will  review  all  of  the  Title 
V  regulations  in  accordance  with  the 
policy  of  Executive  Order  12044.  The 
initial  review  over  the  next  six  months 
will  concentrate  on  the  following  Parts 
of  Chapter  V,  Title  13,  code  of  Federal 
Regulations: 

530:  Review  of  Commission  Long- 
Range  Economic  Plans. 

540:  Grants  for  Administrative  Ex¬ 
penses  of  Commissions. 

550:  Technical  and  Planning  Assist¬ 
ance  by  the  Secretary  and  the  Com¬ 
missions. 
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S60:  Supplemental  Grants  to  Other 
Federal  Orant-in-Aid  Programs. 

580:  Coordination  under  the  Title  V 
Program. 

Within  one  year  this  Office  wlU  have 
reviewed  all  of  the  regulations  in  13 
CPR,  Chapter  V— the  remainder  deal¬ 
ing  with  the  designation  of  regions,  re¬ 
gional  boundaries,  commission  admin¬ 
istration.  specific  commission  demon¬ 
stration  project  authorities,  and  inter¬ 
agency  evaluation  and  coordination. 
During  the  next  year,  each  time  the 
review  of  a  set  of  regulations  is  com¬ 
pleted,  OREC  will  establish  a  schedule 
for  its  subsequent  review,  at  least  as 
often  as  every  two  years. 

Contact  Official 

Ms.  Prances  Pappas.  Program  Devel¬ 
opment  Officer,  Office  of  Regional 
Economic  Coordination,  Department 
of  Commerce,  Room  2092,  Main  Com¬ 
merce  Building,  Washington,  D.C. 
20230,  202-377-5174. 

Appendix  L— Office  op  the  Assist.'vnt 

Secretary  for  Science  and  Technol¬ 
ogy 

1.  Brief  description  of  the  process  in 
the  Office  of  the  Assistant  Secretary 
for  Science  and  Technology  for  devel¬ 
oping  regulations  and  the  changes  that 
have  been  made  to  comply  with  Execu¬ 
tive  Order  12044. 

The  Office  of  the  Assistant  Secre¬ 
tary  of  Commerce  for  Science  and 
Technology  is  composed  of  the  follow¬ 
ing:  the  immediate  Office  of  the  As¬ 
sistant  Secretary;  two  offices— the 
Office  of  Product  Standards  and  the 
Office  of  Environmental  Affairs;  and 
three  primary  operating  units  of  the 
Department— the  National  Bureau  of 
Standards,  the  Patent  and  Trademark 
Office  and  the  National  Technical  In¬ 
formation  Service. 

Although,  prior  to  the  issuance  of 
EO  12044,  there  were  no  written  pro¬ 
cedures  in  the  Office  of  the  Assistant 
Secretary  for  Science  and  Technology 
for  developing  regulations,  this  Office 
followed  the  rulemaking  procedures 
set  out  in  5  U.S.C.  553. 

Within  the  Office  of  the  Assistant 
Secretary  for  Science  and  Technology, 
for  all  organizations,  except  the 
Patent  and  Trademark  Office  (PTO), 
rulemaking  generally  has  been  initiat¬ 
ed  by  the  agency  head  or  one  of  his 
immediate  subordinates,  with  the 
agency  head’s  approval.  Drafts  of  rule- 
making  documents  are  prepared,  re¬ 
viewed.  and  cleared  by  the  agency 
head  and  the  Assistant  General  Coim- 
sel  for  Science  and  Technology  and 
signed  by  the  agency  head.  All  pro¬ 
posed  rules  are  published  for  public 
comment  in  the  Federal  Register  for 
a  comment  period  of  at  least  30  days. 
In  some  cases  an  informal  public  hear¬ 
ing  may  be  scheduled,  in  addition  to 
the  submission  of  written  public  com¬ 
ment.  All  comments  as  a  result  of  the 


publication  in  the  Federal  Register 
and  the  transcript  of  the  hearing,  if 
one  has  been  held,  are  analyzed.  This 
analysis,  as  well  as  all  public  com¬ 
ments,  are  filed  in  the  Central  Refer¬ 
ence  and  Records  Inspection  Facility, 
Room  5317,  Main  Commerce  Building, 
where  all  members  of  the  public  may 
examine  them  or  request  copies.  The 
rule  is  then  published  in  the  Federal 
Register. 

The  procedure  which  has  been  used 
in  PTO  is  briefly  described  as  follows: 

Initiation.  Rulemaking  generally 
has  been  Initiated  by  the  agency  head 
or  one  of  his  immediate  subordinates 
with  the  agency  head’s  approval. 

Planning.  Alternative  approaches 
are  considered,  program  personnel  are 
consulted,  an  initial  clearance  by  the 
Solicitor  is  obtained,  and  a  tentative 
plan  is  established. 

Preparation,  Clearance  and  Signa¬ 
ture.  Drafts  of  rulemaking  documents 
are  prepared,  reviewed,  cleared  by  the 
initiating  official  and  the  Solicitor, 
and  signed  by  the  agency  head  as  the 
issuing  official.  ’The  drafts  are  then  re¬ 
viewed  by  the  Assistant  General  Coun¬ 
sel  for  Science  and  Technology  before 
being  submitted  to  the  Assistant  Sec¬ 
retary  for  Science  and  Technology, 
who  signs  as  the  approving  official. 

Public  Participation.  Rulemaking 
proposals  are  published  for  public 
comment  in  the  Federal  Register  and 
the  Official  Gazette  (weekly  PTO  pub¬ 
lication  of  patent  and  trademark  mat¬ 
ters,  authorized  under  35  U.S.C.  11).  A 
hearing  may  be  scheduled.  Advance 
notice  of  proposed  rulemaking  is  pub¬ 
lished  in  the  Official  Gazette  in  cer¬ 
tain  cases,  e.g.,  where  alternatives 
exist  and  the  proposal  can  be  nar¬ 
rowed  to  focus  on  the  best  alternative. 

Promulgation.  The  comments  sub¬ 
mitted  by  the  public,  and  the  tran¬ 
script  of  the  hearing,  if  one  has  been 
held,  are  analyzed,  the  proposal  is  re¬ 
vised  if  necessary  and  a  notice  of  final 
rulemaking  is  prepared,  signed  by  the 
agency  head  and  the  Assistant  Secre- ' 
tary  for  Science  and  Technology  and 
published  in  the  Federal  Register 
and  the  Official  Gazette. 

All  public  comments  and  a  summary 
and  analysis  document  are  filed  in 
Room  IIEIO  of  Crystal  Plaza  Building 
3,  2021  Jefferson  Davis  Highway,  Ar¬ 
lington.  Va.,  where  all  members  of  the 
public  may  examine  them  or  request 
copies. 

Following  the  issuance  of  EO  12044 
the  Assistant  Secretary  for  Science 
and  Technology  issued  a  directive 
which  prescribes  for  all  organizations 
under  the  Assistant  Secretary’s  juris¬ 
diction  procedures  which  incorporate 
the  requirements  of  EO  12044  and 
draft  DAO  218-7.  The  organizations  to 
which  the  directive  applies  are  the 
Patent  and  Trademark  Office,  Nation¬ 
al  Bureau  of  Standards,  National 
Technical  Information  Service,  Office 


of  Product  Standards  and  Office  of 
Environmental  Affairs.  That  directive 
is  attached  as  Tab  A  to  this  notice. 

2.  Proposed  criteria  for  defining  sig¬ 
nificant  agency  regulations. 

See  section  4.01  of  Tab  A  which  pro¬ 
vides: 

.01  Any  regulation  issued  within  the 
Office  of  the  Assistant  Secretary  for 
Science  and  Technology  shall  be 
deemed  significant  for  the  purpose  of 
this  directive. 

3.  Proposed  criteria  for  identifying 
regulations  which  require  regulatory 
analysis. 

Section  5  of  Tab  A  sets  forth  the  cri¬ 
teria  proposed  by  the  Assistant  Secre¬ 
tary  for  Science  and  Technology  for 
identifying  regulations  which  required 
regulatory  analysis. 

4.  Proposed  criteria  for  selecting  exist¬ 
ing  regulations  to  be  reviewed  and  a 
list  of  regulations  selected  for  inten¬ 
sive  review. 

See  section  6.01  of  Tab  A  which  pro¬ 
vides: 

.01  Existing  regulations  issued  within 
the  Office  of  the  Assistant  Secretary 
for  Science  and  Technology  shall  be 
reviewed  annually  to  determine 
whether  they  are  achieving  the  policy 
goals  of  EO  12044. 

The  review  shall  consider,  among 
other  things,  matters  cited  at  section 
6.02e.  of  the  directive.  The  regulations 
to  be  reviewed  this  year  are: 

15  CFR  Part  240— dealing  with  Bar¬ 
rels  and  Other  Containers  for  Lime; 

15  CFR  Part  241— dealing  with  Bar¬ 
rels  for  Fruits,  Vegetables  and  Other 
Dry  Commodities,  and  for  Cranber¬ 
ries; 

37  CFR  sections  1.15,  1.65,  1.107, 
1.244,  1.344  and  1.345,  dealing  with 
patents;  and 

37  CFR  sections  2.27,  2.64-2.65,  2.91- 
2.136,  2.141-2.142,  2.146-2.148,  2.165, 
2.173  and  2.184,  dealing  with  trade¬ 
marks. 

Persons  desiring  to  comment  on  the 
following  draft  report  should  send 
their  comments  to  the  Assistant  Secre¬ 
tary  for  Science  and  Technology, 
Room  3862,  U.S.  Department  of  Com¬ 
merce,  Washington,  D.C.  20230. 

The  person  to  be  contacted  for  infor¬ 
mation  concerning  this  draft  report  is 
Robert  B.  EUert,  Assistant  General 
Counsel  for  Science  and  Technology, 
Room  3859,  U.S.  Department  of  Com¬ 
merce,  14th  and  E  Streets  NW.,  Wash¬ 
ington.  D.C.  20230,  telephone  202-377- 
5394. 

directive  to  heads  of  organizations 

WITHIN  THE  office  OF  THE  ASSISTANT 

SECRETARY  FOR  SCIENCE  AND  TECHNOL¬ 
OGY 

PROCEDURES  FOR  ISSUING  REGULATIONS 

Section  1.  Purpose. 

The  purpose  of  this  directive  is  to 
implement  Executive  Order  12044  of 
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March  23.  1978.  Improving  Govern¬ 
ment  Regulations,  and  DAO  218-7,  Is¬ 
suing  Department  Regulations,  for  or¬ 
ganizations  within  the  Office  of  the 
Assistant  Secretary  for  Science  and 
Technology. 

Section  2.  Scope. 

.01  Except  as  provided  in  paragraph 
.02  of  this  section,  this  directive  ap¬ 
plies  to  all  regulations  issued  by  orga¬ 
nizations  under  the  jurisdiction  of  the 
Assistant  Secretary  for  Science  and 
Technology  (hereinafter,  the  Assistant 
Secretary),  published  in  the  Federal 
Register. 

.02  Unless  specifically  noted  to  the 
contrary,  this  directive  does  not  apply 
to: 

a.  Regulations  issued  in  accordance 
with  the  formal  rulemaking  provisions 
of  the  Administrative  Procediu*e  Act  (5 
U.S.C.  556,  557); 

b.  Regulations  issued  with  respect  to 
a  military  or  foreign  affairs  function 
of  the  United  States; 

c.  Matters  related  to  agency  manage¬ 
ment  or  personnel,  including  matters 
dealing  with  providing  the  public  with 
an  agency’s  services; 

d.  Regulations  related  to  Federal 
Government  procurement; 

e.  Regulations  that  are  issued  in  re¬ 
sponse  to  an  emergency  or  which  are 
governed  by  short-term  (less  than  91 
days)  statutory  or  judicial  deadlines; 
or 

f.  Prodecures  and  their  implement¬ 
ing  ^)ecifications  governing  volimtary 
compliance  programs  and  standards 
wherein  parties  in  the  private  sector 
may.  on  their  own  volition,  choose 
whether  or  not  to  participate  and  may 
withdraw  at  any  time. 

Section  3.  Definitions. 

.01  Agency  head.  As  used  in  this  direc¬ 
tive,  “agency  head”  means  the  Assist¬ 
ant  Secretary  and  the  Director,  Na¬ 
tional  Bureau  of  Standards,  Commis¬ 
sioner,  Patent  and  Trademark  Office 
and  the  Director,  National  Technical 
Information  Service,  and  persons  serv¬ 
ing  in  those  positions  in  an  acting  ca¬ 
pacity.  llie  functions  of  the  agency 
head  may  not  be  delegated. 

.02  RegtUaHonis).  As  used  in  this  di¬ 
rective,  "regtilation(s)”  means  both 
rules  and  regulations  issued  by  compo¬ 
nents  of  the  Department,  including 
those  which  establish  conditions  for  fi¬ 
nancial  assistance.  Closely  related  sets 
of  regulations  shall  be  considered  to¬ 
gether. 

Section  4.  Significant  regulations. 

.01  Any  regulation  issued  within  the 
Office  of  the  Assistant  Secretary  for 
Science  and  Technology  shall  be 
deemed  significant  for  the  purpose  of 
this  directive. 

.02  Before  proceeding  to  develop  sig¬ 
nificant  new  regulations  the  agency 


head  shall  have  reviewed  the  items  in 
subsection  .03  of  this  section  and,  as 
appropriate,  any  other  relevant  issues. 
Furthermore,  the  agency  head  shall 
have  reviewed  the  alternative  ap¬ 
proaches  to  be  explored;  a  tentative 
plan  for  obtaining  public  comment; 
and.  where  applicable,  a  tentative  plan 
for  consultation  with  state  and  local 
governments;  and  the  agency  head 
shall  have  established  a  target  date 
for  completion  of  steps  in  the  develop¬ 
ment  of  the  regulation. 

.03  Agency  heads  shall  approve  sig¬ 
nificant  regulations  before  they  are 
published  in  the  Federal  Register  in 
final  form.  Before  approving  signifi¬ 
cant  regulations,  these  officials  should 
be  satisfied  that: 

a.  The  regulation  is  needed; 

b.  The  direct  and  indirect  effects  of 
the  regulation  have  been  adequately 
considered; 

c.  Alternative  approaches  have  been 
considered  and  the  least  burdensome 
of  the  acceptable  alternatives  has  been 
chosen; 

d.  Public  comments  (including  those 
from  state  or  local  governments)  have 
been  considered  and  an  adequate  re¬ 
sponse  has  been  prepared; 

e.  The  regulation  is  written  in  plain 
English  so  that  it  is  imderstandable  to 
those  who  must  comply  with  it; 

f.  An  estimate  has  been  made  of  the 
new  reporting  burdens  or  recordkeep¬ 
ing  requirements  necessary  for  compli¬ 
ance  with  the  regulation; 

g.  The  name,  title,  address  and  tele¬ 
phone  number  of  a  knowledgeable  of¬ 
ficial  is  included  in  the  publication; 
and 

h.  A  plan  for  evaluating  the  regula¬ 
tion  after  its  issuance  has  been  devel¬ 
oped. 

.04  Agency  heads  may,  except  where 
otherwise  required  by  law,  in  their  dis¬ 
cretion,  refer  regulations  which  they 
believe  to  be  of  particular  importance 
to  the  Assistant  Secretary  or  through 
the  Assistant  Secretary  to  the  Secre¬ 
tary  for  approval. 

Section  5.  Regulatory  Analysis. 

.01  A  regulatory  analysis  shall  be  pre-‘ 
pared  for  each  significant  regulation 
determined  to  have  potential  major 
economic  consequences  lor  the  general 
economy,  for  individual  industries,  ge¬ 
ographic  regions,  levels  of  govern¬ 
ment.  or  specific  elements  of  the  popu¬ 
lation. 

.02  Since  a  regulatory  analysis  is  de¬ 
signed  to  aid  decisionmakers  in  pro¬ 
mulgating  effective  regulations,  the 
criteria  established  should  consider 
the  characteristics  of  their  specific 
programs.  However,  at  a  minimum,  a 
regulatory  analysis  shall  be  prepared 
for  all  regulations  which; 

a.  During  any  one  year  of  its  exis¬ 
tence.  can  be  expected  to  result  in  an 
effect  (direct  and  indirect)  on  the 
economy  of  $50  million  or  more; 


b.  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
effect  (direct  or  indirect)  on  either 
consumers,  industries,  levels  of  govern¬ 
ment,  or  geographic  region  exceeding 
$25  million; 

c.  During  any  one  year  of  its  exis¬ 
tence,  can  be  expected  to  result  in  an 
increase  of  cost  or  price  of  five  percent 
or  more  for  the  specific  activity, 
produces)  and/or  service(s)  affected 
by  the  proposed  rule  or  regulation; 

d.  Can  be  expected  to  reduce  labor 
productivity  by  one  percent  or  more  in 
the  item  which  is  the  unit  of  focus  in 
the  regulation; 

e.  Can  be  expected  to  reduce  employ¬ 
ment  by  five  percent  or  more  in  the 
activity  which  is  the  imit  of  focus  in 
the  regulation; 

f.  For  the  particular  market(s)  af¬ 
fected,  can  be  expected  to  result  in  a 
ope  percent  or  more  decline  in  supply 
of  materials  (including  energy),  prod¬ 
ucts  or  services,  or  a  one  percent  or 
more  increase  in  consumption  of  these 
materials  (including  energy),  products 
or  services  as  direct  or  indh^t  result 
of  the  regulation;  or 

g.  For  the  particular  market(s)  af¬ 
fected,  can  be  expected  to  result  in  a 
decline  in  competition  as  a  result  of 
the  regulation.  Factors  to  be  consid¬ 
ered  include  limitation  of  market 
entry,  restraint  of  market  information, 
or  other  restrictive  factors  that 
impede  the  fxmctioning  of  the  market 
sy^m. 

.03  A  regulatory  analysis  shall  also  be 
prepared  for  any  regulation,  when: 

a.  In  the  judgment  of  the  agency 
head  such  an  analysis  would  improve 
the  decisionmaking;  or 

b.  The  Secretary  determines,  in  ac¬ 
cordance  with  DAO  218-7,  that  such 
an  analysis  should  be  performed. 

Section  6.  Review  of  Existing  Regula¬ 
tions. 

.01  Existing  regulations  issued  within 
the  Office  of  the  Assistant  Secretary 
for  Science  and  Technology  shall  be 
reviewed  annually  to  determine 
whether  they  are  achieving  the  policy 
goals  of  Executive  Order  12044. 

.02  Procedures  for  review  of  existing 
regulations  shall,  at  a  minimum,  con¬ 
tain  the  following  procedural  steps: 

a.  Inclusion  of  notice  of  the  review 
in  the  semi-annual  agenda  as  required 
by  section  7.02  of  this  directive,  or  as 
appropriate,  supplementing  the  De¬ 
partment  Agenda  as  called  for  in  sec¬ 
tion  7.03,  and  notification  to  the  As¬ 
sistant  Sroretary  as  called  for  in  sec¬ 
tion  7.04  of  this  directive; 

b.  Agency  head  oversight  as  called 
for  in  section  4.02,  before  proceeding 
with  the  review; 

c.  A  determination  of  whether  the 
regulation  meets  the  criteria  estab¬ 
lished  for  determining  if  a  regulatory 
analysis  must  be  performed,  and,  if  so. 
preparing  a  regulatory  analysis  in  ac- 
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cordance  with  the  procedures  estab¬ 
lished  under  DAO  218-7; 

d.  If  the  review  results  in  a  determi¬ 
nation  that  a  regulation  should  be 
Eunended  or  rewritten,  compliance 
with  public  notice  and  participation 
requirements  of  this  directive  and 
DAO  201-9.  concerning  consultation 
with  state  and  local  governments;  and 
agency  head  approval  of  significant 
regulations  before  final  publication,  as 
set  forth  in  section  4.03  of  this  direc¬ 
tive;  and 

e.  In  reviewing  existing  regulations 
under  this  section  the  agency  head 
shall  consider  the  following: 

1.  The  continued  need  for  the  regu¬ 
lation; 

2.  The  type  and  number  of  com¬ 
plaints  or  suggestions  received; 

3.  The  burdens  imposed  on  those  di¬ 
rectly  or  indirectly  affected  by  the 
regulation; 

4.  The  need  to  simplify  or  clarify 
language; 

5.  The  need  to  eliminate  overlapping 
and  duplicative  regulations;  and 

6.  The  degree  to  which  technology, 
economic  conditions  or  other  factors 
have  changed  in  the  area  affected  by 
the  regulation. 

Section  7.  Regulatory  Agenda. 

.01  No  later  than  January  8.  1979. 
and  every  six  months  thereafter,  each 
agency  head  shall  submit  its  regula¬ 
tory  agenda  to  the  Assistant  Secre¬ 
tary.  By  January  15.  1979.  and  every 
six  months  thereafter,  the  Assistant 
Secretary  shall  submit  the  regulatory 
agenda  for  the  Office  of  the  Assistant 
Secretary  for  Science  and  Technology 
to  the  Assistant  Secretary  for  Policy. 

.02  Each  regulatory  agenda  shall  in¬ 
clude  the  following; 

a.  A  description  of  regulations  under 
development  or  being  considered  for 
development,  including,  to  the  extent 
feasible: 

1.  The  need  and  legal  basis  for  the 
action  being  taken; 

2.  A  statement  as  to  whether  or  not 
a  regrulatory  analysis  will  be  required; 

3.  The  name,  title,  and  telephone 
number  of  knowledgeable  official; 

4.  A  listing  of  major  issues  to  be  con¬ 
sidered  in  developing  the  regulation; 

5.  A  tentative  plan  for  obtaining 
public  comment  and.  where  applicable, 
a  tentative  plan  for  consultiiig  with 
state  and  local  governments; 

6.  Proposed  dates  for  completing 
steps  in  the  development  process;  and 

7.  Information  on  the  status  of  all 
proposed,  significant  regulations  listed 
in  previous  agendas  until  these  regula¬ 
tions  are  published  as  final  in  the  Fed¬ 
eral  Register. 

b.  A  list  of  existing  regulations 
scheduled  to  be  reviewed,  including 
the  name,  title,  and  telephone  number 
of  a  knowledgeable  official  for  each 
such  regulation; 

c.  Information  on  the  status  of  exist¬ 
ing  reflations  previously  scheduled 
for  review;  and 


d.  A  list,  including  the  date  and  Fed¬ 
eral  Register  citation,  of  all  final  reg¬ 
ulations  published  in  the  Federal  Reg¬ 
ister  during  the  previous  six  months. 

.03  Agency  heads  shall  publish  sup¬ 
plements  to  the  Department  Agenda 
whenever  it  becomes  apparent  that  de¬ 
velopment  or  review  of  significant  reg¬ 
ulations  not  listed  in  the  previous  De¬ 
partment  Agenda  will  commence 
before  publication  of  the  next  Depart¬ 
ment  Agenda  or  development  or 
review  of  a  regulation  listed  in  the  pre¬ 
vious  Department  Agenda  will  not 
commence  as  scheduled. 

.04  Agency  heads  shall  immediately 
notify  the  Assistant  Secretary  when¬ 
ever  it  becomes  apparent  that  develop¬ 
ment  or  review  of  regulations  not 
listed  in  the  previous  Department 
Agenda  will  commence  before  publica¬ 
tion  of  the  next  Department  Agenda, 
the  Assistant  Secretary  shall  immedi¬ 
ately  notify  the  Assistant  Secretary 
for  Policy  on  this  matter. 

Section  8.  Secretarial  Approval. 

Whenever,  under  DAO  218-7,  Issu¬ 
ing  Departmental  Regulations,  Secre¬ 
tarial  approval  of  a  regulation  is  re¬ 
quired.  the  agency  head  shall  no  later 
than  25  days  prior  to  the  proposed 
date  for  publication  in  the  Federal 
Register  in  final  form,  submit  the  reg¬ 
ulation  to  the  Assistant  Secretary  for 
approval  and  transmittal  to  the  Secre¬ 
tary. 

Section  9.  Public  Participation. 

.01  The  public  shall  be  given  an  early 
and  meaningful  opportunity  to  partici¬ 
pate  in  development  of  all  the  regula¬ 
tions. 

.02  Agency  heads  shall,  as  appropri¬ 
ate,  consider  a  variety  of  ways  to  pro¬ 
vide  this  opportunity,  including,  but 
not  limited  to: 

a.  Publishing  an  advance  notice  of 
propo.sed  rulemaking; 

b.  Holding  open  conferences  or 
public  hearings; 

c.  Sending  notices  of  proposed  regu¬ 
lations  to  publications  likely  to  be  read 
by  those  affected: 

d.  Notifying  interested  parties  di¬ 
rectly;  and 

e.  Providing  for  more  than  one  cycle 
of  public  comments. 

.03  If  none  of  the  methods  listed  in 
paragraph  .02  of  this  section  are  used 
in  a  particular  rulemaking  covered  by 
this  directive,  the  preamble  accompa¬ 
nying  the  final  regulation  shall  briefly 
explain  the  reasons  and  indicate  what 
other  steps  were  taken  to  assure  ade¬ 
quate  opportunity  fpr  public  participa¬ 
tion. 

.04  The  public  shall  be  given  at  least 
60  days  to  comment  on  proposed  sig¬ 
nificant  regulations.  Exceptions  to  this 
requirement  may  be  granted  only  by 
the  agency  head  and  only  in  those  few 


instances  where  it  is  determined  that 
it  is  not  possible  to  comply.  When  an 
exception  is  made,  the  regulation  shall 
be  accompanied  by  a  brief  statement 
of  the  reasons  for  the  shorter  time 
period. 

.05  Regulations  exempted  by  section 
2.02(e)  of  this  directive  (emergencies 
or  short-term  deadlines)  shall,  when 
published  in  the  Federal  Register,  be 
accompanied  by  a  statement  of  the 
reasons  why  it  is  impracticable  or  con¬ 
trary  to  the  public  interest  to  follow 
the  procedures  of  this  directive.  This 
statement  shall  include  the  name  and 
title  of  the  policy  official  responsible 
for  the  determination. 

.06  Regulations  exempted  by  section 
2.02(b)  (military  or  foreign  affairs 
functions)  or  (e)  of  this  directive  shall 
be  issued  in  interim  form  only.  Feder¬ 
al  Register  publication  of  these  regu¬ 
lations  will  provide  for  a  public  com¬ 
ment  period  of  at  least  60  days  and  re¬ 
publication  in  final  form  after  public 
comments  have  been  considered  and 
appropriate  modifications,  if  any, 
made. 


Assistant  Secretary  for 
Science  and  Technology. 

Appendix  M— United  States  Travel 
Service 

Background:  The  United  States 
Travel  Service  (USTS)  is  responsible 
for  promoting  international  travel  to 
the  United  States,  for  encouraging 
Americans  to  travel  within  their  own 
country,  and  for  reviewing  applica¬ 
tions  of  U.S.  cities  interested  in  host¬ 
ing  international  expositions.  The  reg¬ 
ulatory  fvmctions  of  the  agency  are 
limited,  currently  consisting  only  of 
(1)  procedural  regulations  governing 
applications  of  States,  cities  and  non¬ 
profit  organizations  for  matching 
grants  to  promote  international  tour¬ 
ism  to  the  United  States  (15  CFR  Part 
1200);  and  (2)  procedural  regulations 
setting  forth  the  criteria  for  applica¬ 
tions  for  Federal  recognition  of  inter¬ 
national  expositions  (15  CFR  Part 
1202). 

USTS  does  not  have  an  established 
procedure  for  developing  new  regula¬ 
tions.  As  a  general  rule,  proposed  regu¬ 
lations  are  published,  and  interested 
parties  are  given  30  days  in  which  to 
comment.  Pinal  regulations,  when 
issued,  take  any  comments  received 
into  account.  i 

Regulatory  agenda.  I 

By  January  15,  1979,  and  every  6 
months  thereafter,  the  Assistant  Sec¬ 
retary  for  Tourism  will  submit  a  regu- , 
latory  agenda  to  the  Assistant  Secre-| 
tary  for  Policy.  This  agenda  will  in¬ 
clude  a  description  of  regulations 
under  development  or  being  consid¬ 
ered  for  development  during  the  next 
6  months.  To  the  extent  possible,  itj 
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will  include  statements  concerning 
whether  the  regulation  is  a  significant 
regulation;  the  need  and  legal  basis  for 
the  action  being  taken;  and  whether  a 
regulatory  analysis  is  required.  It  will 
also  provide  the  name  and  telephone 
number  of  a  knowledgeable  official;  a 
listing  of  major  issues  likely  to  be  con¬ 
sidered  in  developing  the  regulation;  a 
tentative  plan  for  obtaining  public 
comment  (including  consultation  with 
State  and  local  governments,  where 
appropriate);  proposed  dates  for  com¬ 
pletion  of  the  steps  in  the  develop¬ 
ment  process;  and  information  on  the 
status  of  any  proposed  regulations 
previously  listed.  Finally,  the  regula¬ 
tory  agenda  will  include  a  list  of  exist¬ 
ing  regulations  scheduled  to  be  re¬ 
viewed.  including  the  name  and  tele¬ 
phone  number  of  a  knowledgeable  of¬ 
ficial;  information  on  the  status  of  ex¬ 
isting  regulations  previously  scheduled 
for  review;  and  a  list  of  any  final  regu¬ 
lations  published  in  the  Federal  Reg¬ 
ister  during  the  previous  6  months, 
including  the  date  of  publication  and 
Federal  Register  citation. 

Procedure  for  developing  regulations. 

USTS  will  comply  with  the  proce¬ 
dures  set  forth  in  DAO  218-7.  Thus, 
prior  to  issuing  any  new  or  amended 


regulation,  the  Assistant  Secretary  for 
Tourism  will  ensure  that  the  regula¬ 
tion  is  needed  and  is  relevant  to  the 
mission  of  USTS;  it  is  written  in  plain 
English  and  understandable  to  those 
who  must  comply;  alternative  ap¬ 
proaches  have  been  considered  and 
the  least  burdensome  of  the  accept¬ 
able  alternatives  has  been  chosen; 
notice  of  any  proposed  regulation  is 
sent  to  publications  likely  to  be  read 
by  those  affected;  public  comments 
are  considered  and  an  adequate  re¬ 
sponse  prepared  prior  to  issuing  any 
final  regulation;  and  the  name,  ad¬ 
dress,  and  telephone  number  of  a 
knowledgeable  official  is  included. 

Significant  regulations. 

In  developing  new  regulations,  any 
regulation  which  meets  one  or  more  of 
the  following  criteria  will  be  deemed 
to  be  a  significant  regulation:  (Da  reg¬ 
ulation  which  has  a  substantial  impact 
on  the  travel  industry;  (2)  a  regulation 
which  has  a  substantial  impact  on  the 
balance  of  payments;  or  (3)  a  regula¬ 
tion  which  is  expected  to  generate  sub¬ 
stantial  controversy  or  public  interest. 
The  existing  regulations  are  not 
deemed  to  be  significant,  and  it  is  not 
anticipated,  given  the  present  statuto¬ 


ry  framework  of  the  agency,  that  any 
new  regulations  would  meet  the  crite¬ 
ria  for  significant  regulations. 

Regulatory  analysis. 

Should  a  regulation  be  determined 
to  be  significant.  USTS  will  apply  th? 
minimum  criteria  set  forth  in  S^tion 
5  of  DAO  218-7  to  determine  whether 
regulatory  analysis  is  required. 

Review  of  existing  regulations. 

Every  regulation  issued  by  USTS 
will  be  reviewed  every  2  years,  or  more 
frequently  if  the  Assistant  Secretary 
for  Tourism  so  requires. 

Regulations  for  initial  review. 

USTS  is  currently  reviewing  its  regu¬ 
lation  governing  applications  for 
matching  grants  (15  CFR  Part  1200). 
A  review  of  the  regulation  governing 
applications  for  Federal  recognition  of 
international  expositions  will  be  im- 
dertaken  during  CY  1979  (15  C7FR 
Part  1202). 

Contact  point:  Comments  should  be 
directed  to:  Lee  J.  Wells,  Director, 
Office  of  Administration,  United 
States  Travel  Service,  14th  and  Consti¬ 
tution  Avenue  NW.,  Washington,  D.C. 
20230,  phone  202-377-4096. 

[FR  Doc.  78-14811  Filed  5-23-78;  4:33  pm] 


KDtkM.  UGISTER.  VOL  43,  NO.  104— TUESDAY,  MAY  30,  1978 


NOTICES 


23197 


\ 


[7910-01] 

RENEGOTIATION  BOARD 

PROCEDURES  FOR  IMPROVING  GOVERNMENT 
REGULATIONS 

Solicitation  of  Commontt 

AGENCY:  Renegotiation  Board. 

ACTION:  Request  for  comments  from 
interested  persons. 

SUMMARY:  The  Renegotiation  Board 
is  publishing  for  public  comment  a 
draft  report,  required  by  Executive 
Order  12044,  which  outlines  the 
Board’s  current  process  for  developing 
regulations  and  the  changes  that  will 
be  made  to  comply  with  the  Executive 
Order;  the  Board’s  proposed  criteria 
for  defining  significant  agency  regula¬ 
tions;  the  Board’s  proposed  criteria  for 
identifying  which  significant  regula¬ 
tions  require  regulatory  analysis;  and 
the  Board’s  proposed  criteria  for  se¬ 
lecting  existing  regulations  to  be  re¬ 
viewed  and  a  list  of  regulations  which 
the  agency  will  consider  in  its  initial 
review.  The  Board  will  consider  the 
comments  received  in  drafting  its  final 
report  under  the  Executive  Order. 

DA’TE:  Comments  should  be  received 
on  or  before  August  1, 1978. 

ADDRESS:  Comments  should  be  sent 
to  the  General  Counsel,  Renegotiation 
Board,  2000  M  Street  NW.,  Washing¬ 
ton,  D.C.  20446. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Kelvin  H.  Dickinson,  Assistant  Gen¬ 
eral  Counsel— Secretary,  Renegoti¬ 
ation  Board,  2000  M  Street  NW., 
Washington.  D.C.  20446,  telephone, 
202-254-8277. 

SUPPLEMENTARY  INFORMATION: 
The  Renegotiation  Act  of  1951,  as 
amended  (50  U.S.C.  App.  §  1211  et  seq.) 
(the  “Act”),  provides  for  the  elimina¬ 
tion  of  excessive  profits  on  defense 
and  space  contracts  and  related  sub¬ 
contracts.  Section  107  of  the  Act  (50 
U.S.C.  App.  §1217)  created  the  five 
member  Renegotiation  Board  to  ad¬ 
minister  the  Act  (the  “Board”).  Under 
the  authority  provided  in  the  Act,  the 
Board  has  promulgated  regulations 
(32  CFR  Parts  1450-1499)  and  various 
rules  which  it  deems  necessary  and  ap¬ 
propriate  to  carry  out  the  provisions 
of  the  Act. 

Pursuant  to  the  requirements  of  sec¬ 
tion  5  of  Executive  Order  12044,  43  FR 
12661,  12664  (1978),  the  Board  is  solic¬ 
iting  public  comments  concerning  a 
draft  report  of  its  rulemaking  proce¬ 
dures. 

Comments  should  be  addressed  to 
the  General  Counsel,  Renegotiation 
Board.  2000  M  Street  NW.,  Washing¬ 
ton,  D.C.  20446.  To  be  considered  com¬ 
ments  should  be  received  on  or  before 
August  1,  1978.  All  comments  will  be 
available  for  public  inspection  during 


regular  business  hours  in  the  Public 
Information  Office  of  the  Board.  4th 
Floor,  2000  M  Street  NW.,  Washing¬ 
ton,  D.C.  20446. 

The  text  of  the  Board’s  draft  report 
follows. 

Date:  May  23.  1978. 

Goodwin  Chase, 
Chairman. 

Draft  Report  Under  Executive 
Order  12044 

I.  CURRENT  process  FOR  DEVELOPING 
REGULATIONS 

Suggestions  for  the  development  of 
new  regulations  or  for  changes  to  ex¬ 
isting  regulations  are  usually  made  by 
members  of  the  Board  or  its  staff  and 
result  from  needs  appearing  in  the 
course  of  renegotiation.  Other  sugges¬ 
tions  have  come  from  public  and  legis¬ 
lative  sources. 

In  many  instances,  the  Board  has 
appointed  an  Ad  Hoc  Committee  to 
study  or  develop  a  proposed  regula¬ 
tion.  Generally,  after  considering  the 
needs  giving  rise  to  a  proposal  and 
analyzing  the  suggested  solutions,  the 
Ad  Hoc  Committee  submits  its  report 
directly  to  the  Board.  On  other  occa¬ 
sions,  the  General  counsel,  upon  con¬ 
sultation  with  other  interested  staff 
elements,  proposes  changes  in  the  reg¬ 
ulations  to  the  Board. 

By  section  111  of  the  Act  (50  U.S.C. 
App.  §  1221),  the  functions  of  the 
Board  are  excluded  from  the  oper¬ 
ation  of  the  Administrative  Procedure 
Act  except  as  to  the  public  informa¬ 
tion  requirements  of  section  3  thereof 
(5  U.S.(3.  §  552).  However,  as  the  result 
of  a  recommendation  of  the  Adminis¬ 
trative  Conference  of  the  United 
States,  the  Board,  since  1971,  has  vol- 
imtarily  utilized  the  public  participa¬ 
tion  rulemaking  procedures  of  the  Ad¬ 
ministrative  Procedure  Act  (5  U.S.C. 
§  553)  to  the  extent  practicable  (see  36 
FR  5877,  Jime  12,  1971).  Thus,  since 
1971,  the  public  has  had  as  opportuni¬ 
ty  to  comment  on  all  proposed 
changes  in  the  Board’s  regulations. 
Such  comments  are  analyzed  by  the 
staff  and  the  Board  before  the  Board 
issues  any  final  regulation. 

II.  PROPOSED  PROCEDURES  FOR 
DEVELOPING  REGULATIONS 

The  Board  proposes  to  adopt  the  fol¬ 
lowing  procedures  for  developing  regu¬ 
lations  in  order  to  conform  its  present 
procedures  with  E.O.  12044.  The 
object  of  these  changes  is  to  assure 
that  regulations  will  be  as  simple  and 
clear  as  possible  and  will  achieve  legis¬ 
lative  goals  effectively  and  efficiently. 

The  Board  will  adopt  a  General 
Order  setting  forth  the  procedures  to 
be  followed  for  the  initiation  or  review 
of  regulations  and  incorporating  the 
mandatory  provisions  of  E.O.  12044. 
An  outline  of  the  proposed  changes  in 
procedure  follows: 


A.  The  Board  will  designate  the  As¬ 
sistant  General  Coimsel— Secretary  to 
the  Board  as  the  person  to  whom 
members  of  the  Board’s  staff  or  of  the 
public  should  direct  suggestions  for 
new  regulations  and  changes  in  exist¬ 
ing  regulations. 

B.  Suggestions  received  will  be 
screened  at  least  semiannually  by  the 
General  Counsel  who  will  recommend 
to  the  Board  whether  or  not  the  pro¬ 
posed  regulation  or  amendment  would 
constitute  a  significant  regulation.  If 
he  believes  that  the  proposal  is  a  sig¬ 
nificant  regulation,  the  (General  Coun¬ 
sel  will  prepare  a  written  statement 
for  the  Board’s  consideration,  describ¬ 
ing  the  issues  to  be  considered,  the  al¬ 
ternative  approaches  to  be  explored, 
the  tentative  plan  for  obtaining  public 
comment,  and  the  target  dates  for 
completion  of  steps  in  the  develop¬ 
ment  of  the  regulation.  If  the  Board 
determines  that  the  proposed  regula¬ 
tion  or  amendment  is  a  significant 
one,  such  proposal,  together  with  any 
other  Board-approved  proposals,  will 
be  published  in  the  Federal  Register 
as  the  Board’s  semiannual  regulatory 
agenda.  If  the  Board  determines  that 
a  proposed  regulation  is  not  signifi¬ 
cant,  a  statement  to  that  effect  will  be 
published  when  the  regulation  is  pro¬ 
posed. 

C.  In  the  case  of  significant  propos¬ 
als,  the  Director,  Office  of  Planning 
and  Development,  will  prepare  a  regu¬ 
latory  analysis  if  required. 

D.  1.  On  the  first  Monday  in  Octo¬ 
ber,  the  Board  will  publish  in  the  Fed¬ 
eral  Register  a  schedule  showing  the 
times  during  the  coming  fiscal  year 
when  the  Board’s  semiannual  agenda 
will  be  published. 

2.  The  General  Counsel  will  prepare 
a  semiannual  agenda  of  significant 
regulations  under  development  and 
review,  describing  such  regulations, 
the  need  for  and  legal  basis  for  the 
action  being  taken,  whether  a  regula¬ 
tory  analysis  Is  being  performed,  the 
status  of  regulations  previously  listed 
on  the  agenda,  and  the  name  and  tele¬ 
phone  number  of  a  knowledgeable  of¬ 
ficial.  After  approval  by  the  Board, 
the  semiannual  agenda  will  be  pub¬ 
lished  in  the  Federal  Register.  Sup¬ 
plements  to  the  semiannual  agenda 
will  be  published  in  the  Federal  Reg¬ 
ister  as  often  as  necessary  to  keep  the 
public  informed  of  the  significant  reg¬ 
ulations  and  changes  to  regulations 
which  have  been  proposed. 

E.  The  Board  may  appoint  an  Ad 
Hoc  Committee  to  assist  in  any  or  all 
of  the  procedures  outlined  here. 

F.  Before  a  proposed  significant  reg¬ 
ulation  is  approved  for  publication  for 
public  comment  in  the  Federal  Regis¬ 
ter,  the  Board  must  determine  that: 

1.  The  proposed  regulation  is 
needed: 

2.  The  direct  and  indirect  effects  of 
the  regulation  have  been  adequately 
considered; 
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3.  Alternative  approaches  have  been 
considered  and  the  least  burdensome 
of  the  acceptable  alternatives  has  boen 
chosen; 

4.  Public  comments  have  been  con¬ 
sidered  and  an  adequate  response  has 
been  prepared; 

5.  The  regulation  is  written  in  plain 
English  and  is  understandable  to  those 
who  must  comply  with  it; 

6.  An  estimate  has  been  made  of  the 
new  reporting  burdens  of  recordkeep¬ 
ing  requirements  necessary  for  compli¬ 
ance  with  the  regulation; 

7.  The  name,  address,  and  telephone 
niunber  of  a  knowledgeable  agency  of¬ 
ficial  has  been  included  in  the  publica¬ 
tion;  and, 

8.  A  plan  for  evaluating  the  regula¬ 
tion  after  its  issuance  has  been  devel¬ 
oped. 

G.  Except  in  exceptional  circum¬ 
stances  the  Board  will  give  the  public 
at  least  60  days  to  comment  on  pro¬ 
posed  significant  regulations.  In  in¬ 
stances  where  the  Board  determines 
that  this  is  not  possible,  the  regulation 
will  be  accompanied  by  a  brief  state¬ 
ment  of  the  reasons  for  a  shorter  time 
period. 

3.  Alternative  approaches  have  been 
considered  and  the  least  burdensome 
of  the  acceptable  alternatives  has  been 
chosen; 

4.  Public  comments  have  been  con¬ 
sidered  and  an  adequate  res];>onse  has 
been  prepared; 

5.  The  regulation  is  written  in  plain 
English  and  is  understandable  to  those 
who  must  comply  with  it; 

6.  An  estimate  has  been  made  of  the 
new  reporting  burdens  of  recordkeep¬ 
ing  requirements  necessary  for  compli¬ 
ance  with  the  regulation; 

7.  The  name,  address,  and  telephone 
number  of  a  knowledgeable  agency  of¬ 
ficial  has  been  included  in  the  publica¬ 
tion;  and. 
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8.  A  plan  for  evaluating  the  regula¬ 
tion  after  its  issuance  has  been  devel¬ 
oped. 

G.  Except  in  exceptional  circum¬ 
stances  the  Board  will  give  the  public 
at  least  60  days  to  comment  on  pro¬ 
posed  significant  regulations.  In  in¬ 
stances  where  the  Board  determines 
that  this  is  not  possible,  the  regulation 
will  be  accompanied  by  a  brief  state¬ 
ment  of  the  reasons  for  a  shorter  time 
period. 

III.  SIGNIFICANT  KEGUIATIONS 

A  regulation  will  be  considered  to  be 
significant  when  it: 

A.  May  affect  ten  percent  of  the  con¬ 
tractors  filing  with  the  Board  in  any 
fiscal  year;  or, 

B.  Could  result  in  revealing  informa¬ 
tion  which  the  Board  has  not  disclosed 
under  The  Freedom  of  Information 
Act  (5  U.S.C.  §  552(b));  or, 

C.  Is  otherwise  deemed  by  the  Board 
to  be  significant. 

IV.  REGULATORY  ANALYSIS 

A.  A  regulatory  analysis  will  be  per¬ 
formed  for  a  regulation  if: 

1.  It  has  an  annual  effect  on  the 
economy  of  $50  million  or  more;  or, 

2.  It  results  in  a  $25  million  increase 
in  costs  or  prices  for  individual  indus¬ 
tries,  levels  of  government  or  geo¬ 
graphic  regions;  or, 

3.  The  Board  otherwise  determines 
that  a  regulatory  analysis  should  be 
prepared. 

B.  A  regulatory  analysis  will  contain: 

1.  A  statement  of  the  problem; 

2.  A  description  of  the  major  alter¬ 
native  ways  of  dealing  with  the  prob¬ 
lem; 

3.  An  analysis  of  the  economic  conse¬ 
quences  of  each  of  these  alternatives; 
and 

4.  A  detailed  explanation  of  the  rea¬ 
sons  for  choosing  one  alternative  over 
the  others. 


C.  When  regulatory  analysis  is  un¬ 
dertaken,  the  Board  will  include  in  its 
notice  of  proposed  rulemaking  an  ex¬ 
planation  of  the  regulatory  approach 
that  is  favored,  a  short  description  of 
the  other  choices  considered,  and  a 
statement  of  how  the  public  may 
obtain  a  copy  of  the  draft  analysis. 
The  Board  will  also  prepare  a  final 
regulatory  analysis  to  be  made  availa¬ 
ble  when  the  final  rule  is  published. 


V.  CRITERIA  FOR  SELECTING  EXISTING 
REGULATIONS  TO  BE  REVISED. 

In  selecting  existing  regulations  to 
be  reviewed  to  determine  whether 
they  are  achieving  the  policy  goals  of 
E.O.  12044,  the  Board  will  apply  the 
following  criteria: 

A.  The  continued  need  for  the  regu¬ 
lation  in  light  of  the  Board’s  experi¬ 
ence; 

B.  The  type  and  number  of  com¬ 
plaints  or  suggestions  received; 

C.  The  compliance  cost  burden  cre¬ 
ated  by  the  regulation; 

D.  The  need  for  plain  English  trans¬ 
lation; 

E.  The  need  to  simplify  regulatory 
treatment  of  an  issue;  and 

F.  Every  regulation  will  be  reviewed 
at  least  once  every  five  years. 

VI.  REGULATIONS  THE  BOARD  WILL 
CONSIDER  FOR  INITIAL  REVIEW 

A.  32  CFR  Part  1480- Availability 
and  Control  of  Renegotiation  Records 
and  Information. 

B.  32  CFR  1499.1-5  Renegotiation 
Ruling  No.  5;  Subcontracts  within  the 
scope  of  the  Act;  sales  and  other  trans¬ 
fers  of  patents. 

C.  32  CFR  Part  1459— Costs  Alloca¬ 
ble  to  and  Allowable  Against  Renego- 
tiable  Business. 

[FR  Doc.  78-14849  FUed  5-26-78;  8:45  am] 
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[8410-01] 

U.S.  WATER  RESOURCES  COUNCIL 

IMPROVING  GOVERNMENT  REGULATIONS 

Report  on  Stop*  Token  To  Implement  Executive 
Order  12044 

This  report  is  submitted  as  required 
by  section  5  of  Executive  Order  12044 
(the  order). 

(1)  In  developing  regulations,  the 
Water  Resources  Council  (WRC)  has 
and  shall  continue  to  follow  the  Ad¬ 
ministrative  Procedures  Act.  The  Di¬ 
rector  shall  overview  the  development 
of  all  significant  new  regulations  in  ac¬ 
cordance  with  section  2(b)  of  the  order 
and  shall  approve  such  regulations 
before  they  are  published.  The  Coun¬ 
cil  will  continue  to  notify  directly  in¬ 
terested  parties  or  their  representa¬ 
tives. 


In  order  to  comply  with  the  provi¬ 
sions  of  section  2(c)  of  the  order,  WRC 
will,  where  at  all  possible,  give  the 
public  at  least  60  days  to  comment  on 
its  proposed  regulations  and  will  pub¬ 
lish  advance  notice  of  proposed  rule- 
making. 

(2)  WRC  is  not  a  regulatory  or  en¬ 
forcement  agency.  Accordingly,  the 
Agency  has  no  present  regulations 
which  are  significant  under  the  crite¬ 
ria  of  section  2(e)  of  the  order.  There 
are  no  subject  areas  within  the  pres¬ 
ent  jurisdiction  of  the  Agency  in 
which  regulations  significant  under 
those  criteria  would  be  necessary. 

(3)  WRC  neither  has  in  effect  nor 
contemplates  any  regulations  with 
major  economic  consequences  within 
the  meaning  of  section  3  of  the  order. 

(4)  Pursuant  to  section  4  of  the 
order,  WRC  will  select  regulations  for 


review  in  accordance  with  the  criteria 
of  section  4.  In  selecting  regulations, 
the  Agency  will  also  examine  the  ques¬ 
tion  of  whether  the  procedures  set 
forth  in  the  regulations  can  be  im¬ 
proved.  The  first  significant  set  of  reg¬ 
ulations  to  be  reviewed  will  cover 
grants  to  States  for  comprehensive 
water  and  related  land  resources  plan¬ 
ning  (18  CFR  Part  703). 

Comments  and  inquiries  regarding 
this  report  may  be  directed  to  James 
R.  Readle,  General  Counsel,  U.S. 
Water  Resources  Council.  2120  L 
Street  NW.,  Washington.  D.C.  20037, 
telephone  202-254-6303. 

Dated:  May  24.  1978. 

Leo  M.  Eisel. 

Director. 

(FR  Doc.  78-14885  Piled  5-26-78;  8:45  am) 
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month  in  the  LSA  (List  of  CFR  Sections  Affectedi] 


PLEASE  DO  NOT  DETACH 


MAIL  ORDER  FORM  To: 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402 

Emclosed  find  $ . . ( check  or  money  order)  or  charge  to  my  Deposit  Account  No . . 

Please  send  me . copses  of: 

PLEASE  FILL  IN  MAILING  LABEL 

BELOW  Sueet  addreu _ _ _ 

City  and  State _  ZIP  Code _ 


FOR  USE  OF  SUPT.  DOCS. 

- Enclosed _ 

To  be  mailed 

_ latet _ _ _ 

- Subscription _ _ _ 

Refund _ .... _ _ _ _ 

Postage _ 

Foreign  Handling _ 


FOR  PROMPT  SHIPMENT,  PLEASE  PRINT  OR  TYPE  ADDRESS  ON  LABEL  BELOW,  INCLUDING  YOUR  7IP  CODE 


SUPERINTENDENT  OF  DOCUMENTS 
U.S.  GOVERNMENT  PRINTING  OFFICE 
WASHINGTON,  D.C.  20402 

OFFICIAL  BUSINESS 


POSTAGE  AND  FEES  PAID 
U.S.  GOVERNMENT  PRINTING  OFFICE 
375 

SPEQAL  FOURTH-CLASS  RATE 
BOOK 


Name  - - 

Stteet  addnas  _ _ 


City  and  Sute  .... 


...  ZIP  Code _ 


